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trict of Columbia, Guam, the Commonwealth
‘of the Northern' Mariana Islands, the Com-
monwealth of Puerto Rico, the Virgin Islands
of the United States, and all other territories
and possessions of the United States.

(5) Vessel

For the purposes of subsection (a) of this
section, the term “vessel” does not include
any ferry.

(Pub. L. 101-624, title XXV, § 2509, Nov. 28,
1990, 104 Stat, 4069; Pub. L, 101-508, titie I,
§ 1203, Nov. 5, 1990, 104 Stat. 1388-11.)

REFERENCES IN TEXT

Section 101 of Public Law 92-73, referred to in
subsec, (f}(1XL), is listed in a Similar Provisions note
set out under section 129 of this title,

CODIFICATION

Section is comprised of section 2509 of Pub. L.
101-624, Subsecs. (b) and (cX(2) of section 2509 of Pub.
L. 101-624 amended section 147a(f) of Title 7, Agricul-
ture, and sectlon 114a of this title, respectively,

AMENDMENTS

1990—Subsec. (a)(1). Pub, L. 101-508, § 1203(1), sub-
stituted “an International passenger, commercial
vessel, commercial aircraft, commercial truck, or rail-
road car.,” for “a commercial vessel, commercial air-
craft, commercial truck, or railroad car,”.

Subsec. (a)3XB)i). Pub, L. 101-508, § 1203(2)(A),
inserted at end ‘“Any such reimbursement shall be sub-
Ject to appropriations under clause (v).”

Subsec. (a)}3XB)v). Pub. L. 101-508, § 1203(2)B),
added cl. (v).

EFFECTIVE DATE oF 1990 AMENDMENT

Amendment by Pub. L. 101-508 effectlve Nov. 29,
1990, see section 1301 of Pub. L, 101-508, set out as a
note under section 511r of Title 7, Agriculture.

CHAPTER 9—FEDERAL FOOD, DRUG, AND
COSMETIC ACT

SUBCHAPTER III—PROHIBITED ACTS AND

PENALTIES
Sec.
333a. Repealed,
SUBCHAPTER I1V--FOOD
343-1, National uniform nutrition labeling.
SUBCHAPTER V—DRUGS AND DEVICES
PART A—DRUGS AND DEVICES
3601, Postmarket surveillance.

(a) In general,
(b) Surveillance approval.

PART C—ELECTRONIC PrODUCT RADIATION CONTROL

360ge. Repealed.
360hh. Definitions.
3601i. Program of control.
(a) Establishment.
(b) Powers of Secretary.
(¢) Record keeping.
Studies by the Secretary.
(a) Report to Congress.
(b) Participation of other Federal agen-
cies.
(¢) Organization of studies and partici-
pation.
Performance standards for electronic prod-
ucts,
(a) Promulgation of regulations.

3604J.

360kk.
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Sec.

(b) Administrative procedure.

(c) Publication in Federal Register.

(d) Judicial review. .

(e) Avallabllity of record.

(f) Technicai Electronic Product Radi-
ation Safety Standards Committee.

(g8) Review and evaluation,

(h) Product certification, -

Notlification of defects in and repair or re-
placement of electronic products.

(a) Notification; exemption,

(b) Method of notification.

(¢) Requisite elements of notification,

(d) Copies to Secretary of communica-
tions by manufacturers to dealers
or distributors regarding defects.

(e) Notice from Secretary to manufac-
turer of defects or failure to
comply with standards.

(f) Correction of defects.

(g) Effective date.

Imports,

(a) Refusal of admission to noncomply-
ing electronic products.

(b) Bond.

(c) Liability of owner or consignee for
expenses connected with refusal of
admission,

(d) Designation of agent for purposes of
service.

Inspection, records, and reports.

(a) Inspection of premises,

(b) Record keeping.

(c) Disclosure of technical data,

(d) Public nature of reports.

(e) Trade secrets,

(f) Information required to identlfy and
locate first purchasers of electronic
products.

Prohibited acts.
Enforcement,

(a) Jurisdiction of courts.

(b) Penalties.

() Venue; process.

(d) Warnings.

(e) Compliance with regulations.

(f) Additional remedies.

Annual report.
360rr. Federal-State cooperation.
360ss. State standards.

SUBCHAPTER VII—GENERAL ADMINISTRATIVE
PROVISIONS

Consolidated administrative and laboratory
facility.
(a) Authority.
(b) Awarding of contract.
(¢) Donations,
(d) Authorization of appropriations.
Recovery and retention of fees for freedom
of information requests.
(a) In general.
(b) Use of fees.
(¢) Walver of fees.
Automation of Food and Drug Administra-
tion.
(a) In general.
(b) Authorization of appropriations.

SUBCHAPTER VIII--IMPORTS AND EXPORTS

3601l

360mm.

360nn.

36000,
360pp.

360q4q.

378b.

379c.

379d.

383. Office of International Relations,
SUBCHAPTER IX—-MISCELLANEOUS
394. Sclentific review groups.

CHAPTER REFERRED TO IN OTHER SECTIONS

This chapter is referred to in sections 453, 457, 466,
4617, 467f, 601, 607, 620, 679, 802, 811, 829, 902, 1033,
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1049, 1052, 1401, 1402, 1403 of this title; title 7 sections
136v, 1381, 1431c, 5341, 6519; title 15 sections 70§, 1261,
1263, 1277, 1457, 1459, 1460, 2057a, 2057h, 2079; title 18
gection 42; title 26 sections 170, 4817; title 35 sections
1565, 1566, 271; title 42 sectlons 262, 300aa-22, 300aa-23,
1396r-8, 1786, 3612, 7671.

SUBCHAPTER I-SHORT TITLE

§301. Short title .

SHorT TITLE OF 1990 AMENDMENTS

Pub, L. 101-635, § 1(a), Nov. 28, 1990, 104 Stat. 4583,
provided that: “This Act [enacting sections 379b to
3794 and 394 of this title] may be cited as the ‘Food
and Drug Administration Revitalizatlon Act'.”

Pub. L. 101-629, § 1(a), Nov, 28, 1990, 104 Stat, 4511,
provided that: “This Act [enacting sections 360! and
383 of this title, amending sections 321, 333, 351, 353,
and 360c to 360§ of this title and sections 263b to 263n
of Title 42, The Public Health and Welfare, redesig-
nating sections 263b to 263n of Title 42 as sections
360gg to 360ss of this title, repealing section 263b of
Title 42, and enacting provisions set out as notes
under sections 333, 360c, 3601, 360j, 360hh and 383 of
this title] may be clted as the ‘Safe Medical Devices
Act of 1990"."

Pub. L. 101-535, § 1(a), Nov. 8, 1990, 104 Stat. 2353,
provided that: “This Act [enacting sectlon 343-1 of
this title, amending sections 321, 337, 343, 345, and 371
of this title, and enacting provislons set out as notes
under sectlons 343 and 343-1 of this title] may be cited
as the ‘Nutrition Labeling and Education Act of
1990'."

SHORT TITLE oF 1968 AMENDMENTS

Pub, L. 90-602, § 1, Oct. 18, 1968, 82 Stat. 1173, pro-
vided that: “This Act [enacting provisions now com-
prising part C (§§ 360gg-360ss) of subchapter III of
this chapter and provisions set out as notes under sec-
tion 360hh of this title) may be cited as the ‘Radiation
Control for Health and Safety Act of 1968'."

SUBCHAPTER II-DEFINITIONS

§ 321. Definitions; generally
For the purposes of this chapter—

[See main edition for text of (a) to (N]

(g)(1) The term “drug’’ means (A) articles rec-
ognized in the official United States Pharmaco-
poeia, official Homoeopathic Pharmacopoeia of
the United States, or official National Formu-
larly, or any supplement to any of them; and
(B) articles intended for use in the diagnosis,
cure, mitigation, treatment, or prevention of
disease in man or other animals; and (C) arti-
cles (other than food) intended to affect the
siructure or any function of the body of man or
other animals; and (D) articles intended for use
as a component of any article specified in
clauses (A), (B), or (C) of this paragraph.

[See main edition for text of (2)]

(h) The term ‘“‘device” (except when used in
paragraph (n) of this section and in sections
331¢i), 343(f), 352(c), and 362(c) of this title)
means an instrument, apparatus, implement,
machine, contrivance, implant, in vitro reagent,
or olher similar or related article, including any
component, pari, or accessory, which ig—

[See main edition for text of (1) to (3)]

which does not achieve its primary intended
purposes through chemical action within or on
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the body of man or other animals and which is
not dependent upon being metabolized for the
achievement of any of its principal intended
purposes.

[See main edition for text of (i) to (aa)]

(As amended Nov. 8, 1960, Pub. L. 101-535,
§ 5(b), 104 Stat. 2362; Nov. 28, 1990, Pub. L.
101-629, § 16(b), 104 Stat. 4526.)

AMENDMENT OF SUBSECTION (g)(1)

Pub, L. 101-535 §§5(b), 10(a), Nov. 8,
1990, 104 Stat. 2362, 2395, provided that, ef-
Jective six months after the date of promul-
gation of final regulations to implement
section 343(r) of this title, or if such regula-
tions are not promulgated, the date pro-
posed regulations are to be considered as
such final regulations, with certain excep-
tions, subsection (g)X1) of this section is
amended by inserting at the end “A food for
which a claim, subject Lto sections
343(rXIXB) and 343(r)(3) of this title or sec-
tions 343(r)(1)(B) and 343rX5)XD) of this
title, is made in accordance with the re-
quirements of section 343(r) of this title is
not a drug under clause (B) solely because
the label or labeling contains such a claim.”

AMENDMENTS

1990—Subsec. (g)1). Pub, L. 101-629, §16(bX1),
struck out before period at end “; but does not include
devices or their components, parts, or accessorfes'.

Subsee, (h). Pub. L. 101-629, § 16(b)2), which direct-
ed the amendment of par. (3) by substituting *'its pri-
mary" for “any of its principal”, was executed by
making the substitution in the concluding provisions
of subsec, (h) to reflect the probable intent of Con-
gress.

EFFECTIVE DATE OF 1990 AMENDMENT

Amendment by Pub. L. 101-635 effective six months
after the date of the promulgation of final regulations
to implement section 343(r) of this title, or If such reg-
ulations are not promulgated, the date proposed regu-
lations are to be considered as such final reguiations,
with exception for persons marketing food the brand
name of which contains a term defined by the Secre-
tary under section 343(r)(2)(A){) of this titie, see sec-
tion 10(a) of Pub. L. 101-535, set out as a note under
section 343 of this title.

CONSTRUCTION OF AMENDMENTS BY Pus. L. 101-535

Amendments by Pub, L. 101-635 not to be construed
to alter authority of Secretary of Health and Human
Services and Secretary of Agriculture under the Fed-
eral Food, Drug, and Cosmetic Act (21 U.8.C. 301 et
seq.), the Federal Meat Inspection Act (21 U.S.C. 601
et seq.), the Poultry Products Inspection Act (21
U.8.C. 461 et seq.), and the Egg Products Inspectlon
Act (21 US.C. 1031 et seq.), see section 9 of Pub, L.
101-535, set out as a note under section 343 of this
title.

SECTION REFERRED TO IN OTHER SECTIONS

This section is referred to in sections 346b, 350, 362,
365, 360D, 376, 802, 825 of this title; title 7 section 136;
title 15 sections 1454, 1456, 1471, 2052, 2602; title 18
sections 842, 1365; title 36 section 156; title 42 sections
274e, 300cc-12, 1396r-8; title 49 App. section 2802,
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SUBCHAPTER III—PROHIBITED ACTS
.. AND PENALTIES

8 331. Prohibited acts

The following acts and the causing thereof
are prohibited: -

[See main edition for text of (a) to (d)]

(e) The refusal to permit access to or copying
of any record as required by section 350a or 373
of this title; or the fajlure to establish or main-
tain any record, or make any report, required
under section 350a, 365(1) or (k), 357(d) or (g),
360b(), (D), or (m), 360e(f), or 3601 of this title,
or the refusal to permit access to or verification
or copying of any such required record.

[See main edition for text of (f) to ()]

(J> The using by any person to his own advan-
tage, nr revealing, other than to the Secretary
or officers or employees of the Department, or
to the courts when relevant in any judicial pro-
ceeding under this chapter, any information ac-
quired under authority of section 344, 348,
360a, 365, 366, 357, 360, 360b, 360c, 360d, 360e,
360£, 360h, 3601, 360j, 374, 376, or 379 of this
title concerning any method or process which
as a trade secret is entitled to protection. This
paragraph ! does not authorize the withholding
of information from either House of Congress
or from, to the extent of matter within its juris-
diction, any committee or subcommittee of
such committee or any joint committee of Con-
griess or any subcommittee of such joint com-
mittee,

[See main edition for text of (k) to (1)

(As amended Nov. 3, 1990, Pub. L. 101-502,
§5(), 104 Stat. 1289; Nov. 5, 1990, Pub. L.
101-508, title IV, §4755(c)2), 104 Stat.
1388-210.)

AMENDMENTS

1990—Subsec. (e). Pub, L. 101-502 substituted “or
(k)" for “or (j)",

Subsec. (j). Pub. L. 101-508 inserted at end “This
paragraph does not authorize the withholding of in-
formation from either House of Congress or from, to
the extent of matter within its jurisdiction, any com.
mittee or subcommittee of such committee or any
joint committee of Congress or any subcommittee of
such joint committee.”

EFFECTIVE DATE ur 1990 AMENDMENT

Section 4755(c)(2) of Pub. L. 101-508 provided that
the amendment made by that section is effective as if
included In subtitle D of title VI of the Omnibus
Budget Reconciliation Act of 1988, Pub. L. 101-239,
title VI, §§ 6601, 6602, Dec. 19, 1989, 103 Stat. 2285, see
42 U.S.C. 300aa-1 note, 300aa-10 note,

SECTION REFERRED TO IN OTHER SECTIONS

This section is referred to in sections 321, 332, 333,
3470, 3601, 360] of this title; title 15 section 1456; title
42 section 1396r-8.

§ 332, Injunction proceedings

SECTION REFERRED TO IN OTHER SECTIONS

This section is referred to In sections 334, 360j of
this title; title 15 section 1456; title 42 section 1396r-8.

! 8o In original, Probably should be *'subsection”.
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§ 333. Penalties

[See main edition for text of (a) to (d)]

(e) Prohibited distributlon of human growth hormone

(1) Except as provided in paragraph (2), who-
ever knowingly distributes, or possesses with
intent to distribute, human growth hormone
for any use in humans other than the treat.
ment of a disease or other recognized medical
condition, where such use has been authorized
by the Secretary of Health and Human Services
under section 355 of this title and pursuant to
the order of a physician, is guilty of an offense
punishable by not more than § years in prison,
such fines as are authorized by title 18, or both,

(2) Whoever commits any offense set forth in
paragraph (1) and such offense involves an in-
dividual under 18 years of age is punishable by
not more than 10 years imprisonment, such
fines as are authorized by title 18, or both.

(3) Any conviction for a violation of para-
graphs (1) and (2) of this subsection shall be
considered a felony violation of the Controlled
Substances Act [2]1 U.S.C. 801 et seq.] for the
purposes of forfeiture under section 413 of such
Act [21 U.S.C. 853].

(4) As used in this subsection the term
“human growth hormone’ means somatrem, so-
matropin, or an analogue of either of them.

(6) The Drug Enforcement Administration is
authorized to investigate offenses punishable
by this subsection.

(f) Violatlons related to devices

(1)(A) Except as provided in subparagraph
(B), any person who violates a requirement of
this chapter which relates to devices shall be
lable to the United States for a civil penalty in
an amount not to exceed $15,000 for each such
violation, and not to exceed $1,000,000 for all
fuch violations adjudicated in a single proceed-
ng.

(B) Subparagraph (A) shall not apply—

(1) to any person who violates the require-
ments of section 360i(a) or 360j(f) of this title
unless such violation constitutes (I) a signifi-
cant or knowing departure from such require-
ments, or (II) a risk-to public health,

(i1) to any person who commits minor viola-
tions of section 360i(e) or 360i(f) of this title
(only with respect to correction reports) if
such person demonstrates substantial compli-
ance with such section, or

(iil) to violations of section 351(a)(2)(A) of
this title which involve one or more devices
which are not defective.

(2)(A) A civil penalty under paragraph (1)
shall be assessed by the Secretary by an order
made on the record after opportunity for a
hearing provided in accordance with this sub-
paragraph and section 554 of title 5. Before is-
suing such an order, the Secretary shall give
written notice to the person to be assessed a
civil penalty under such order of the Secre-
tary’'s proposal to issue such order and provide
such person an opportunity for a hearing on
the order. In the course of any investigation,
the Secretary may issue subpoenas requiring
the attendance and testimony of witnesses and
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the production of evidence that relates to the
matter under investlgation.

(B) In determining the amount of a civil pen-
alty, the Secretary shall take into account the
nature, circumstances, extent, and gravity of
the violatlon or violations and, with respect to
the violator, ability to pay, effect on ablility to
continue to do business, any history of prior
such violations, the degree of culpability, and
such other matters as justice may require.

(C) The Secretary may compromise, modify,
or remit, with or without conditions, any civil
penalty which may be assessed under para-
graph (1), The amount of such penalty, when
finally determined, or the amount agreed upon
in compromise, may be deducted from any sums
owing by the United States to the person
charged.

(3) Any person who requested, in accordance
with paragraph (2)(A), a hearing respecting the
assessment of a civil penalty and who is ag-
grieved by an order assessing a civil penalty
may file a petition for judicial review of such
order with the United States Court of Appeals
for the District of Columbia Circuit or for any
other circuit in which such person resides or
transacts business. Such a petition may only be
filed within the 60-day period beginning on the
date the order making such assessmeni was
issued.

(4) If any person falls to pay an assessment of
a civil penalty—

(A) after the order making the assessment
becomes final, and if such person does not file

a petition for judicial review of the order in

accordance with paragraph (3), or

(B) after a court in an action brought under
paragraph (3) has entered a final judgment in
favor of the Secretary,

the Attorney General shall recover the amount
assessed (plus interest at currently prevailing
rates from the date of the expiration of the 60-
day period referred to in paragraph (3) or the
date of such final judgment, as the case may
be) in an action brought in any appropriate dis-
trict court of the United States. In such an
action, the validity, amount, and appropriate-
nesi&s of such penalty shall not be subject to
review,

(As amended Nov. 28, 1990, Pub. L. 101-629,
§ 1'7(a), 104 Stat. 4526; Nov. 29, 1990, Pub. L.
101-647, title XIX, § 1904, 104 Stat. 4853.)

REFERENCES IN TEXT

The Controlled Substances Act, referred to In
subsec. (e)(3), s titie IT of Pub, L. 981-513, Oct. 27, 1870,
84 Stat, 1242, as amended, which is classified principal-
ly to subchapter I (§ 801 et seq.) of chapter 13 of this
title. For complete classification of this Act to the
Code, see Short Title note set out under section 801 of
this title and Tables.

AMENDMENTS

1990—Subsec. (e). Pub. L. 101-647, § 1804, which di-
rected the amendment of this section by “inserting a
new subsection (e) as follows:” was executed by Insert-
ing the new subsec. (e) in place of the existing subsec.
(e) to reflect the probable intent of Congress. A prede-
cessor bill {H.R. 5269, §303]1 which directed the
amendment of subsec. (e) by substituting “human
growth hormone” for “anabolic sterold” and defining
“human growth hormone” was replaced by section
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1804 of 8. 3266 which became section 1904 of Pub. L.
101-647, which made similar changes, and in addition
Increased the terms of imprisonment, authorized the
DEA to Investigate punishable offenses, and incorpo-
rated the provisions of section 333a of this title (re-
pealed by section 1805 of Pub. L. 101-647] which relat-
ed to forfeiture of property for convictions in violation
of subsec. (e) of this section. Prior to amendment,
subsec. (e) read as follows:

(1) Except as provided in paragraph (2), any person
who distributes or possesses with the intent to distrib-
ute any anabolic steroid for any use in humans other
than the treatment of disease pursuant to the order of
a physician shall be imprisoned for not more than
three years or fined under titie 18, or both.

“(2) Any person who distributes or possesses with
the intent to distribute to an individual under 18 years
of age, any anabolic steroid for any use in humans
other than the treatment of disease pursuant to the
order of a physician shall be imprisoned for not more
than six years or fined under title 18, or both.”

Subsec. (f). Pub. L. 101-629 added subsec. (f).

EFFECTIVE DATE OF 19860 AMENDMENT

Section 17(b) of Pub. L. 101-629 provided that:
“(b) EFFECTIVE DATE OF APPLICATION TO DEVICE USER
FACILITIES.—

“(1) The Secretary of Health and Human Services
shall conduct a study to determine whether there
has been substantial compliance with the require-
ments of section 519(b) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 360i(b)] by device user
facilities (as defined in section 519(b)(5)A) of such
Act). The Secretary shali report the results of the
study to the Congress after the expiration of 45
months after the date of the enactment of this Act
[Nov. 28, 1890].

“(2)(A) If upon the expiration of 48 months after
the date of the enactment of this Act the Secretary
has not made the report required by paragraph (1),
section 303(f) of the Federal Food, Drug, and Cos-
metic Act {21 U.8.C, 333(f)], as added by the amend-
ment made by subsection (a), shall take effect with
respect to device user facilities (as defined in section
518(bX(5)(A) of such Act).

“(B) If in the report under paragraph (1) the Sec-
retary reports that there has been substantial com-
pliance with the requirements of such section 518(b)
by a type of device user facility and if the Secretary
does not make a determination under subparagraph
(C) with respect to such type of facility, such section
303(f) shali not take effect with respect to such type
of facility.

“(C) If the Secretary determines in the report
under paragraph (1) that there is not substantial
compliance with the requirements of such section
519(b) by a type of device user faeility or if the Sec-
retary makes such a determination after making the
report under paragraph (1), such section 303(f) shall
take effect with respect to such type of facility upon
the effective date of the report.”

SECTION REFERRED TO IN OTHER SECTIONS
This section is referred to in sections 331, 346a, 360§,
859 of this title; title 15 section 14586.

§ 333a. Repealed. Pub. L. 101-647, title X1X, § 1905,
Nov. 29, 1990, 104 Stat. 4853

Section, Puh. L. 100-890, title II, § 2401, Nov. 18,
1988, 102 Stat. 4230, related to forfeiture and illegal
trafficking in steroids or human growth hormones.
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§ 334, Seizure

SECTION REFERRED TO IN OTHER SECTIONS

‘This section 18 referred to in sections 331, 380§, 372
of this title; title 15 section 1458; title 42 section
1396r-8.

8 337. Proceedings in nane of United States; provi-
sion as to subpoenas

[See main edition for text)

(As amended Nov. 8, 1990, Pub. L. 101-535, § 4,
104 Stat. 2362,)

AMENDMENT OF SECTION

Pub. L. 101-535, §§ 4, 10¢a)(1XO), Novw. 8,
1990, 104 Stat. 2362, 2365, provided that, ef-
Jective 24 months after Nov. 8, 1990, this
section is amended by substituting ‘“(a)
Except as provided in subsection (b) of this
section, all such procecedings’ for “All such
proceedings” and ‘“‘any proceeding under
this section” for “any such proceeding’” and
by adding at the end the following:

(L)1) A State may bring in its own name and
within its jurisdiction proceedings for the civil
enforcement, or to restrain violations, of sec-
tion 341, 343(b), 343(c), 343d), 343(e), 34,
343C9), 343(h), 343(1), 343(k), 343(q), or 343(r) of
this title if the food that is the subject of the
proceedings is located in the State.

(2) No proceeding may be commenced by a
State under paragraph (1)—

(A) before 30 days after the State has given
notice to the Secretary that the State intends
to bring such proceeding,

(B) befare 90 days after the State has given
notice to the Secretary of such inlent if the
Secretary has, within such 30 days, com-
menced an informal or formal enforcement
action pertaining to the food which would be
the subject of such proceeding, or

(O) if the Secretary is diligently prosecutling
a proceeding in court pertaining to such food,
has settled such proceeding, or has settled the
informal or formal enforcement action per-
taining to such food.

In any court proceeding described in subpara-
graph (C), a State may intervene as a rmiatter of
right.

EFrFeECTIVE DATE OF 1980 AMENDMENT

Amendment by Pub. L. 101-535 effective 24 months
after Nov. 8, 1990, see section 10(a)(1XC) of Pub. L,
1:)1-535. set out as a note under section 343 of this
title.

CONSTRUCTION OF AMENDMENTS BY PUB. L. 101-635

Amendments by Pub, L. 101-5635 not to be construed
to alter authority of Secretary of Health and Human
Services and Secretary of Agriculture under the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 301 et
seq.), the Federal Meat Inspection Act (21 U.S.C, 601
et seq.), the Poultry Products Inspection Act (21
U.S.C. 451 et seq.), and the Egg Products Inspection
Act (21 US.C. 1031 et seq.), sec section 9 of Pub, L.
1101—535. set out as a note under section 343 of this
title.
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SUBCHAPTER IV—-FOOD
8§ 341. Definitions and standards for food

8ecr1oN REFERRED TO IN OTHER SECTIONS

This section Is referred to in sections 337, 343, 343-1,
350, 371 of this title.

§ 343. Misbranded food
A food shall be deemed to be misbranded—

[See main edition for text of (a) to (h)]

(i) Label where no representation as to definition and
standard of identity

Unless its label bears (1) the common or usual
name of the food, if any there be, and (2) in
case it is fabricated from two or more ingredi-
ents, the common or usual name of each such
ingredient and if the food purports to be a bev-
erage containing vegetable or fruit juice, a
statement with appropriate prominence on the
information panel of the total percentage of
such fruit or vegetable juice contained in the
food; except that spices, flavorings, and colors
not required to be certified under section 376(c)
of this title, other than those sold as such, may
be designated as spices, flavorings, and color-
ings without naming each: Provided, That, to
the extent that compliance with the require-
ments of clause (2) of this subsection is imprac-
ticable, or results in deception or unfair compe-
tition, exemptions shall be established by regu-
lations promulgated by the Secretary.

[See main edition for text of (§) to (p)]

(q) Nutrition informatlon

(1) Except as provided in paragraphs (3), (4),
and (5), if it is a food intended for human con-
sumption and is offered for sale, unless its label
or labeling bears nutrition information that
provides—

(A)1{) the serving size which is an amount
customarily consumed and which is expressed
in a common household measure that is ap-
propriate to the food, or

(i) if the use of the food is not typically ex-
pressed in a serving size, the common house-
hold unit of measure that expresses the serv-
ing size of the food,

(B) the number of servings or other units of
mesdsure per container,

(C) the total number of calories—

(1) derived from any source, and
(i) derived from the total fat,

in each serving size or other unit of measure
of the food,

(D) the amount of the foilowing nutrients:
Total fat, saturated fat, cholesterol, sodium,
total carbohydrates, complex carbohydrates,
sugars, dietary fiber, and total protein con-
tained in each serving size or other unit of
measure,

(E) any vitamin, mineral, or other nutrient
required to be placed on the label and label-
ing of food under this chapter before Octoher
1, 1990, if the Secretary determines that such
information will assist consumers in main-
taining healthy dietary practices.
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The Secretary may by regulation require any
information required to be placed on the label
or labeling by this paragraph or paragraph
(2)(A) to be highlighted on the label or labeling
by larger type, bold type, or contrasting color if
"the Secretary determines that such highlight-
ing will assist consumers in maintaining
healthy dietary practices.

(2XA) If the Secretary determines that a nu-
trient other than a nutrient required by para-
graph (1)C), (1XD), or (1)XE) should be includ-
ed in the label or labeling of foed subject to
paragraph (1) for purposes of providing infor-
mation regarding the nutritional value of such
food that will assist consumers in maintaining
healthy dietary practices, the Secretary may by
regulation require that information relating to
such additional nutrient be included in the
label or labeling of such food.

(B) If the Secretary determines that the in-
formation relating to a nutrient required by
paragraph (1XC), (1XD), or (1XE) or subpara-
graph (A) of this paragraph to be included in
the label or labeling of food is not necessary to
assist consumers in maintaining healthy die-
tary practices, the Secretary may by regulation
remove information relating to such nutrient
from such requirement.

(3) For food that is received in bulk contain-
ers at a retail establishment, the Secretary
may, by regulation, provide that the nutrition
information required by paragraphs (1) and (2)

be displayed at the location in the retail estab-

lishment at which the food is offered for sale.

(4)(A) The Secretary shall provide for fur-
nishing the nutrition information required by
paragraphs (1) and (2) with respect to raw agri-
cultural commodities and raw fish by issuing
voluntary nutrition guidelines, as provided by
subparagraph (B) or by issuing regulations that
are mandatory as provided by subparagraph

(C).

(BX1) Upon the expiration of 12 months after
November 8, 1990, the Secretary, after provid-
ing an opportunity for comment, shall issue
guidelines for food retailers offering raw agri-
cultural commodities or raw fish to provide nu-
trition information specified in paragraphs (1)
and (2). Such guidelines shall take into account
the actions taken by food retailers during such
12-month period to provide to consumers nutri-
tion information on raw agricultural commod-
ities and raw fish. Such guidelines shall only
apply—

(I) in the case of raw agricultural commod-
ities, to the 20 varieties of vegetables most
frequently consumed during a year and the
20 varieties of fruit most frequently con-
sumed during a year, and

(II) to the 20 varietles of raw fish most fre-
quently consumed during a year.

The vegetables, fruits, and raw fish to which
such guidelines apply shall be determined by
the Secretary by regulation and the Secretary
may apply such guidelines regionally.

(ii) Upon the expiration of 12 months after
November 8, 1990, the Secretary shall issue a
final regulation defining the circumstances that
constitute substantial compliance by food re-
tailers with the guidelines issued under clause
(1). The regulation shall provide that there is
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not substantial compliance if a significant
number of retailers have failed to comply with
the guidelines. The size of the retallers and the
portion of the market served by retailers in
compliance with the guidelines shall be consid-
ered in determining whether the substantial-
compliance standard has been met.

(C)(1) Upon the expiration of 30 months after
November 8, 1990, the Secretary shall issue a
report on actions taken by food retailers to pro-
vide consumers with nutrition information for
raw agricultural commodities and raw fish
under the guidelines issued under subpara-
graph (A). Such report shall include a determi-
nation of whether there is substantial compli-
ance with the guidelines.

(ii) If the Secretary f{inds that there is sub-
stantial compliance with the guidelines, the
Secretary shall issue a report and make a deter-
mination of the type required in clause (i) every
two years.

{D)(1) If the Secretary determines that there
is not substantial compliance with the guide-
lines issued under subparagraph (A), the Secre-
tary shall at the time such determination is
made issue proposed regulations requiring that
any person who offers raw agricultural com-
modities or raw fish to consumers provide, in a
manner prescribed by regulatjons, the nutrition
information required by paragraphs (1) and (2).
The Secretary shall isstie final regulations im-
posing such requirements 6 months after issu-
ing the proposed regulations. The final regula-
tions shall become effective 6 months after the
date of their promulgation.

(ii) Regulations issued under clause (i) may
require that the nutrition information required
by paragraphs (1) and (2) be provided for more
than 20 varieties of vegetables, 20 varieties of
fruit, and 20 varieties of fish most frequently
consumed during a year if the Secretary finds
that a larger number of such products are f{re-
quently consumed. Such regulations shall
permit such information to be provided in a
single location in each area in which raw agri-
cultural commodities and raw fish are offered
for sale. Such regulations may provide that in-
formation shall be expressed as an average or
range per serving of the same type of raw agri-
cultural commodity or raw fish. The Secretary
shall develop and make available to the persons
who offer such food to consumers the informa-
tion required by paragraphs (1) and (2).

(iii) Regulatlons issued under clause ({) shall
permit the required information to be provided
in each area of an establishment in which raw
agricultural commodities and raw fish are of-
fered for sale. The regulations shall permit
food retailers to display the required informa-
tion by supplying copies of the information pro-
vided by the Secretary, by making the informa-
tion available in brochure, notebook or leaflet
form, or by posting a sign disclosing the infor-
mation, Such regulations shall also permit pres-
entation of the required information to be sup-
plemented by a video, live demonstration, or
other media which the Secretary approves.

(E) For purposes of this paragraph, the term
“fish” includes freshwater or marine fin fish,
crustaceans, and mollusks, including shellfish,
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air?phibia.ns, and other forms of aquatic animal
life.

(F) No person who offers raw agricultural
commodities or raw fish to consumers may be
prosecuted for minor violations of this para-
graph if there has been substantial compliance
with the requirements of this subsection.

(5)(A) Paragraphs (1), (2), (3), and (4) shall
not apply to food—

(i) which is served in restaurants or other
establishments in which food is served for im-
mediate human consumption or which is sold
for sale or use in such establishments,

(ii) which is processed and prepared primar-
ily in a retail establishment, which is ready
for human consumption, which is of the type
described in clause (i), and which is offered
for sale to consumers but not for immediate
human consumption in such establishment
and which is not offered for sale outside such
establishment,

(iii) which is an infant formula subject to
section 350a of this title,

(iv) which is a medical food as defined in
section 360ee(b) of this title, or

(v) which is described in section 345(2) of
this title.

(B) Paragraphs (1) and (2) shall not apply to
the label of a food if the Secretary determines
by regulations that compliance with such para-
graphs is impracticable because the package of
such food is too small to comply with the re-
quirements of such paragraphs and if the label
of such food does not contain any nutrition in-
formation.

(C) If a food contains insignificant amounts,
as determined by the Secretary, of all the nutri-
ents required by paragraphs (1) and (2) to be
listed in the label or labeling of food, the re-
quirements of such paragraphs shall not apply
to such food if the label, labeling, or advertising
of such food does not make any claim with re-
spect to the nutritional value of such food. If a
food contains insignificant amounts, as deter-
mined by the Secretary, of more than one-half
the nutrients required by paragraphs (1) and
(2) to be in the label or labeling of the food, the
Secretary shall require the amounts of such nu-
trients to be stated in a simplified form pre-
scribed by the Secretary.

(D) If a person offers food for sale and has
annuai gross sales made or business done in
sales to consumers which is not more than
$500,000 or has annual gross sales made or busi-
ness done in sales of food to consumers which is
not more than $50,000, the requirements of
paragraphs (1), (2), (3), and (4) shall not apply
with respect to food sold by such person to con-
sumers untess the label or labeling of food of-
fered by such person provides nutrition infor-
mation or makes a nutrition claim.

(E) If a food to which section 350 of this title
applies (as defined in section 350(¢) of this
title) contains one or more of the nutrients re-
quired by paragraph (1) or (2) to be in the label
or labeling of the food, the label or iabeling of
such food shall comply with the requirements
of paragraphs (1) and (2) in a manner which is
appropriate for such food and which is speci-
fied in regulations of the Secretary.
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(F) Paragraphs (1), (2), (3), and (4) shall not
apply to food which is sold by a food distributor
if the food distributor principally sells food to
restaurants or other establishments in which
food is served for immediate human consump-
tion and does not manufacture, process, or re-
package the food it sells.

(r) Nutrition ieveis and heaith-related claims

(1) Except as provided in subparagraphs (A)
through (C) of paragraph (5), if it is a food in-
tended for human consumption which is of-
fered for sale and for which a claim is made in
the label or labeling of the food which express-
1y or by implication—

(A) characterizes the level of any nutrient
which is of the type required by subsection
(qX1) or (q)2) of this section to be in the
iabel or labeling of the food unless the claim
is made in accordance with paragraph (2), or

(B) characterizes the relationship of any
nutrient which is of the type required by sub-
section (q)(1) or (q)(2) of this section to be in
the label or labeling of the food to a disease
or a health-related condition unless the claim
is made in accordance with paragraph (3) or
(D).}

A statement of the type required by subsection
(q) of this section that appears as part of the
nutrition information required or permitted by
such subsection is not a claim which is subject
to this subsection and a claim subject to sub-
paragraph (A) is not subject to subparagraph
(B).

(2)(A) Except as provided in paragraphs
(4)(A)(1) and (4)(A)ii) and subparagraphs (A)
through (C) of paragraph (5), a claim described
in paragraph (13 A)—

(i) may be made only if the characterization
of the level made in the claim uses terms
which are defined in regulations of the Secre-
tary,

(ii) may not state the absence of a nutrient
unless—

(I) the nutrient is usually present in the
food or in a food which substitutes for the
food as defined by the Secretary by regula-
tion, or

(II) the Secretary by regulation permits
such a statement on the basis of a finding
that such a statement would assist consum-
ers in maintaining healthy dietary practices
and the statement discloses that the nutri-
ent is not usually present in the food,

(iii) may not be made with respect to the
level of cholesterol in the food if the food
contains, as determined by the Secretary by
regulation, fat or saturated fat in an amount
which increases to persons in the general pop-
ulation the risk of disease or a health related
condition which is diet related unless—

(I) the Secretary finds by regulation that
the level of cholesterol is substantially less
than the level usually present in the food or
in a food which substitutes for the food and
which has a significant market share, or the
Secretary by regulation permits a statement

' 80 in original, Probably should be "(5XD).”
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regarding the absence of cholesterol on the
basis of a finding that cholesterol is not
usually present in the food and that such a
statement would assist consumers in main-
" taining healthy dietary practices and the
regulation requires that. the statement dis-
" close that cholesterol is not usually present
in the food, and
(II) the label or labeling of the food dis-
closes the level of such fat or saturated fat
in immediate proximity to such claim and
with appropriate prominence which shall be
no less than one-half the size of the claim
with respect to the level of cholesterol,

(iv) may not be made with respect to the
level of saturated fat In the food if the food
contains cholesterol unless the label or label-
ing of the food discloses the level of choles-
terol in the food in immediate proximity to

. such claim and with appropriate prominence
which shall be no less than one-half the size
of the claim with respect to the level of satu-
rated fat,

(v) mdy not state that a food is high in die-
tary fiber unless the food is low in total fat as
defined by the Secretary or the label or label-
ing discloses the level of total fat in the food
in immediate proximity to such statement
and with appropriate prominence which shall
be no less than one-half the size of the claim
with respect to the level of dietary fiber, and

(vi) may not be made if the Secretary by
regulation prohibits the claim because the
claim is misleading in light of the level of an-
other nutrient in the food.

(B) If a claim described in paragraph (1XA) is
made with respect to & nutrient in a food, the
label or labellng of such food shall contain,
prominently and in immediate proximity to
such claim, the following statement: “See
e for nutrition Information.”, In the
statement—

(i) the blank shall identify the panel on
which the information described in the state-
ment may be found, and

(ii) if the Secretary determlnes that the
food contains a nutrient at a level which in.
creases to persons in the general population
the risk of a disease or health-related condi-
tion which is diet related, taking into account
the signlficance of the food in the total daily
diet, the statement shall also identify such
nutrient.

(C) Paragraph (2)A) does not apply to a
cleim described in paragraph (1)(A) and con-
tained in the label or labeling of a food if such
claim is contained in the brand name of such
food and such brand name was in use on such
food before October 25, 1989, unless the brand
name contains a term defined by the Secretary
under paragraph (2)(AXi). Such a claim is sub-
ject to subsection (a) of this section,

(D) Paragraph (2) does not apply to a claim
described in paragraph (1)(A) which uses the
term ‘‘diet” and is contained in the label or la-
beling of a soft drink if (i) such claim is con-
tained in the brand name of such soft drink, (i)
such brand name was in use on such soft drink
before October 25, 1989, and (iii) the use of the
term “diet” was in conformity with section
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105.66 of title 21 of the Code of Federal Regula-
tions. Such a claim is subject to subsection (a)
of this section. .

(E) Clauses (i) through (v) of paragraph
(2)(A) do not apply to a statement in the label
or labellng of food which describes the percent-
age of vitamins and minerals in the food in re-
lation to the amount of such vitamins and min-
erals recommended for daily consumption by
the Secretary.

(3)(A) Except as provided in paragraph (5), a
claim described in paragraph (1)(B) may only
be made—

(1) if the claim meets the requirements of
the regulations of the Secretary promulgated
under subparagraph (B), and

(i1) if the food for which the claim is made
does not contain, as determined by the Secre-
tary by regulation, any nutrient in an amount
which increases to persons in the general pop-
ulation the risk of a disease or health-related
condition which is diet related, taking into ac-
count the significance of the food in the total
daily diet, except that the Secretary may by
regulation permit such a claim based on a
finding that such a claim would assist con-
sumers in maintaining healthy dietary prac-
tices and based on a requirement that the
label contain a disclosure of the type required
by paragraph (2)(B).

(BX(1) The Secretary shall promulgate regula-
tions authorizing claims of the type described
in paragraph (1)XB) oniy if the Secretary deter-
mines, based on the totality of publicly avail-
able scientific evidence (including evidence
from weil-designed studies conducted in a
manner which is consistent with generally rec-
oguized scientific procedures and principles),
that there is significant scientific agreement,
among experts qualified by scientific training
and experience to evaluate such claims, that
the claim is supported by such evidence.

(ii) A regulation described in clause (i) shall
describe—

(I) the relationship between a nutrlent of
the type required in the label or labeling of
food by subsection (q)X1) or (qX2) of this sec-
tlo(rlx and a disease or health-related condition,
an

(II) the significance of each such nutrient
in affecting such disease or health-related
condition.

(iii) A regulation described in clause (i) shall
require such claim to be stated in a manner so
that the claim is an accurate representation of
the matters set out in clause (ii) and so that the
claim enables the public to comprehend the in-
formation provided in the claim and to under-
stand the relative significance of such informa-
tion in the context of a total daily diet.

(4XAX1) Any person may petition the Secre-
tary to issue a regulation under paragraph
(2)(AX1) or (3X(B) relating to a claim described
in paragraph (1)XA) or (1XB). Not later than
100 days after the petition is received by the
Secretary, the Secretary shall issue a final deci-
sion denying the petition or file the petition for
further action by the Secretary. If the Secre-
tary denles the petition, the petition shall not
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be made available to the public. If the Secre-
tary files the petitlon, the Secretary shall deny
the petition or issue a proposed regulation to
take the action requested in the petition not
later than 90 days after the date of such deci-
sion.

(if) Any person may petition the Secretary for
permission to use in a claim described in para-
graph (1) A) terms that are consistent with the
terms defined by the Secretary under para-
graph (2XAX{). Within 90 days of the submis-
sion of such a petition, the Secretary shall issue
a final decision denying the petition or granting
such permission.

(iil) Any person may petition the Secretary
for permission to use an implied claim de-
scribed in paragraph (1)(A) in a brand name.
After publishing notice of an opportunity to
comment on the petition In the Federal Regis-
ter and making the petition available to the
public, the Secretary shall grant the petition if
the Secretary finds that such claim is not mis-
leading and is consistent with terms defined by
the Secretary under paragraph (2)(A)Xi). The
Secretary shall grant or deny the petition
within 100 days of the date it is submitted to
the Secretary and the petition shall be consid-
ered granted if the Secretary does not act on it
within such 100 days.

(B) A petition under subparagraph (A){) re-
specting a claim described in paragraph (1)(A)
or (1)XB) shall include an explanation of the
reasons why the claim meets the requirements
of this subsection and a summary of the scien-
tific data which supports such reasons.

(C) If a petition for a regulation under para-
graph (3)(B) relies on a report from an authori-
tative scientific body of the United States, the
Secretary shall consider such report and shall
justify any decision rejecting the conclusions of
such report.

(6)(A) This subsection does not apply to
infant formulas subject to section 350a(h) of
this title and medical foods as defined in sec-
tion 360ee(b) of this title.

(B) Clauses (iil) through (v) of paragraph
(2)(A) and paragraph (2)(B) do not apply to
food which Is served in restaurants or other es-
tablishments in which food is served for imme-
diate human consumption or which is sold for
sale or use in such establishments.

(C) A paragraph (1)(A) claim made with re-
spect to a food which claim is required by a
standard of identity issued under section 341 of
this title shall not be subject to paragraph
(2)(A)) or (2)(B).

(D) A paragraph (1)}(B) claim made with re-
spect to a dietary supplement of vitamins, min.
erals, herbs, or other similar nutritional sub-
stances shall not be subject to paragraph (3)
but shall be subject to a procedure and stand.
ard, respecting the validity of such claim, estab-
lished by regulation of the Secretary.

(As amended Nov. 8, 1890, Pub. L. 101-535,
§8 2(a), 3(a), 7, 104 Stat. 2363, 2357, 2364.)

AMENDMENTS

1990—Subsec. (I). Pub. L. 101-536, § 7, substituted
“Unless” for “If it Is not subject to the provisions of
subsection (g) of this section unless”, inserted “and if
the food purports to be a beverage containing vegeta-
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bie or fruit juice, a statement with appropriate promi-
nence on the information panei of the total percent-
age of such fruit or vegetable juice contained in the
food", and substituted “colors not required to be certi-
fied under section 376(c) of this title” for ‘“colorings"
the first time appearing,

Subsec. (q). Pub. L. 101-5635, § 2(a), added subsec. (q).

Subsec, (r). Pub. L, 101-535, § 3(a), added subsec. (r).

ErreEcTIVE DATE OF 1990 AMENDMENT

Section 10(a) of Pub, L, 101-635 provided that:

‘(1) Except as provided in paragraph (2)—

“(A) the amendments made by section 2 [amend-
ing this section] shall take effect 6 months after—

“(1) the date of the promulgation of all final reg-
ulations required to linplement section 403(q) of
the Federal Food, Drug, and Cosmetic Act [subsec.

(q) of this section], or

“(11) if such rcgulations are not promulgated, the
date proposed regulations are to be considered as
such final regulations,

except that section 403(q)(4) of such Act shall take

effect as prescribed by such section, .

‘(B) the amendments made by section 3 {amend-
ing this scetion] shall take effect 6 months after—

“(1) the date of the promulgation of final regula-
tions to implement section 403(r) of the Federal

Food, Drug, and Cosmetic Act, or

‘“(il) if such regulations are not promulgated, the
date proposed regulations are to be considered as
such final regulations, except that any person
marketing a food the brand name of which con-
tains a term defined by the Secretary under sec-
tion 403(r)(2)(AX1) of the Federal Food, Drug, and

Cosmetic Act shall be given an additional 6 months

to comply with section 3,

‘“(C) the amendments made by section 4 [amend-
ing section 337 of this titlel shall take effect 24
months after the date of the enactment of this Act
[Nov. 8, 1880], and

‘D) the amendments made by section § [amend-
ing sections 321 and 345 of this title] shall take
effect on the date the amendments made by section
3 take effect.

“(2) Section 403(q) of the Federal Food, Drug, and
Cosmetic Act (as added by section-2) shall not apply
with respect to food which was labeled before the ef-
fective date of the amendments made by section 2 and
section 403(r) of the Federal Food, Drug, and Cosmet-
fe Act (as added by section 3) shall not apply with re-
spect to food which was labeled before the effective
date of the amendments made by section 3.

‘“¢3)(A) If the Secretary finds that a person who is
subject to section 403(q)(4) of such Act is unable to
comply with the requirements of such section upon
the effective date of finai reguiations to implement
section 403(q) of such Act or of proposed regulations
to be considered as such final reguiations because the
Secretary has not made available to such person the
information required by such section, the Secretary
shall delay the application of such section to such
person for such time as the Secretary may require to
provide such Information.

“(B) If the Secretary finds that compliance with sec-
tion 403(q) or 403(r)(2) of such Act would cause an
undue economic hardship, the Secretary may delay
the application of such sections for no more than one
year."

Section 10(c) of Pub, L. 101-535 provided that: “The
amendments made by section 7 [amending this sec-
tion] shall take effect one year after the date of the
enactment of this Act [Nov. 8, 18901."

REGULATIONS

Section 2(b) of Pub. L. 101-535 provided that:

“(1) The Secretary of Health and Human Services
shall issue proposed regulations to implement section
403(q) of the Federal Food, Drug, and Cosmetic Act
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(21 U.S.C. 343(q)) within 12 months after the date of
the enactment of this Act [Nov. 8, 1990]. Not later
than 24 months after the date of the enactment of
this Act, the Secretary shall issue final regulations to
implement the requirements of such section. Such reg-
ulations shall—

“(A) require the required information to be con-
veyed to the public in a manner which enables the
public to readily observe and comprehend such in-
formation and to understand its relative significance
in the context of a total dally diet,

“(B) inctude regulations which establish standards,
in accordance with paragraph (1)XA), to define serv-
ing size or other unit of measure for food,

“(C) permit the label or labeling of food to include
nutrition information which is in addition to the in-
formation required by such section 403(q) and which
is of the type described in subparagraph (1) or (2) of
such section, and

(D) permit the nutrition information on the label
or labeling of a food to remalin the same or permit
the information to be stated as a range even though
(1) there are minor variations in the nutritionai
value of the food which occur in the normal course
of the production or processing of the food, or (ii)
the food is comprised of an assortment of similar
foods which have variations in nutritional value,

“(2) If the Secretary of Health and Human Services
does not promulgate final regulations under para-
graph (1) upon the expiration of 24 months after the
date of the enactment of this Act, the proposed regu-
lations issued in accordance with paragraph (1) shall
be considered as the final regulations upon the expira-
tion of such 24 months. There shall be promptly pub-
lished in the Federal Register notice of new status of
the proposed regulations.

“(3) If the Secretary of Health and Human Services
does not promulgate final regulations under section
403(q)(4) of the Federal Food, Drug, and Cosmetic Act
upon the expiration of 8 months after the date on
which the Secretary makes a finding that there has
been no substantial compliance with section
403(gX(4XC) of such Act, the proposed regulations
issued in accordance with such section shali be consid-
ered as the final regulations upon the expiration of
such 6 months. There shall be promptiy published In
the Federal Register notice of new status of the pro-
posed regulations.”

Section 3(b) of Pub, L. 101-535 provided that:

“(1)(A) Within 12 months of the date of the enact-
ment of this Act [Nov. 8, 1990]), the Secretary of
Health and Human Services shall issue proposed regu-
lations to implement section 403(r) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 343(r]. Such
regulations—

“(i) shali identify claims described in section
403(r)(1XA) of such Act which comply with section
403(r)(2) of such Act,

“(ii) shall identify claims described in section
403(rX1)(B) of such Act which comply with section
403(r)(3) of such Act,

“(ii1) shali, in defining terms used to characterize
the level of any nutrient in food under section
403(r)}(2)AXi) of such Act, define—

“(I) free,

“(II) low,

“(III) light or lite,
“(IV) reduced,
“(V) less, and
“(VI) high,

unless the Secretary finds that the use of any such

term would be misleading,

*“(iv) shall permit statements describing the
amount and percentage of nutrients in food which
are not misleading and are consistent with the terms
defined in section 403(r)(2)(AX{) of such Act,

“(v) shall provide that if multiple ciaims subject to
section 403(r)(1)(A) of such Act are made on a single
panel of the food iabel or page of a labeling bro-
chure, 8 singie statement may be made to satisfy sec-
tion 403(r}2)(B) of such Act,
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**(vi) shall determine whether claims respecting
the following nutrients and diseases meet the re-
quirements of section 403(r}3) of such Act: Calcium
and osteoporosis, dietary fiber and cancer, lipids and
cardiovascular disease, ilpids and cancer, sodium and
hypertension, and dietary fiber and cardiovascular
disease,

*(vii) shall not require a person who proposes to
make a claim described in section 403(r)(1X(B) of
such Act which is in compliance with such regula-
tions to secure the approval of the Secretary before
making such claim,

“(vili) may permit a claim described In section
403(r)(1)(A) of such Act to be made for butter,

“¢ix) may, in defining terms under section
403(r)(2)(AX1), include similar terms which are com-
monly understood to have the same meaning, and

“¢x) shall establish, as required by section
403(rX5)XD), the procedure and standard respecting
the validity of claims made with respect to a dietary
supriement of vitamins, minerals, herbs, or other
similar nutritional substances and shall determine
whether claims respecting the foliowing nutrients
and diseases meet the requirements of section
403(r)X5XD) of such Act; folic acid and neural tube
defects, antioxident vitamins and cancer, zinc and
immune function in the elderly, and omega-3 fatty
aclds and heart disease.

“(B) Not iater than 24 months after the date of the
enactment of this Act, the Secretary shall issue final
regulations to implement section 403(r) of the Federal
Food, Drug, and Cosmetic Act.

“(2) If the Secretary does not promulgate final regu-
lations under paragraph (1)XB) upon the expiration of
24 months after the date of the enactment of this Act,
the proposed regulations Issued in accordance with
paragraph (1)(A4) shall be considered as the final regu-
iations upon the expiration of such 24 months, There
shali be promptly published in the Federal Register
notice of the new status of the proposed regulations.”

CONSTRUCTION OF AMENDMENTS BY Pus. L, 101-5636

Section 8 of Pub. L. 101-5635 provided that: "The
amendments made by this Act (enacting section 343-1
of this title and amending this section and sections
321, 337, 345, and 371 of this title] shall not be con-
strued to alter the authority of the Secretary of
Health and Human Services and the Secretary of Agri-
culture under the ¥ederal Food, Drug, and Cosmetic
Act (21 U.S.C. 301 et seq.], the Federal Meat Inspec-
tion Act [21 U.S.C. 601 et seq.], the Poultry Products
Inspection Act [21 U.S.C. 451 et seq.], and the Egg
Products Inspection Act [21 U.S.C, 1031 et seq.).”

CONSUMER EDUCATION

Section 2(c) of Pub. L. 101-535 provided that: “The
Secretary of Health and Human Services shali carry
out activities which educate consumers about—

“(1) the avaliiability of nutrition information in the
label or labeling of food, and

“(2) the importance of that information in main-
taining healthy dietary practices.”

SEcTION REFERRED TO IN OTHER SECTIONS

This section is referred to in sections 321, 333, 334,
337, 343-1, 345, 347, 350, 371 of this titie.

§ 343-1. National uniform nutrition labeling

(a) Except as provided in subsection (b) of
this section, no State or polltical subdivision of
a State may directly or indirectly establish
under any authority or continue in effect as to
any food in interstate commerce—

(1) any requirement for a food which is the
subject of a standard of identity established
under section 341 of this title that is not iden-
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tical to such standard of identity or that is
not Identical to the requirement of section
343(g) of this title,

(2) any requirement for the labeling of food
of the type required by section 343(c), 343(e),
or 343(1)(2) of this title that is not identical to
the requirement of such section,

(3) any requirement for the labeling of food
of the type required by section 343(b), 343(4d),
343(f), 343(h), 343(iX1), or 343(k) of this title
that is not identical to the requirement of
such section,

(4) any requirement for nutrition labeling
of food that Is not identical to the require-
ment of section 343(q) of this title, except a
requirement for nutrition labeling of food
which is exempt under clause (1) or (il) of sec-
tion 343(q)(5)(A) of this title, or

(56) any requirement respecting any claim of
the type described in section 343(r)(1) of this
title made in the label or labeling of food that
is not identical to the requirement of section
343(r) of this title, except a requirement re-
specting a claim made in the label or labeling
of food which is exempt under subparagraph
(B) ! of such section.

Paragraph (3) shall take effect in accordance
with section 6(b) of the Nutrition Labeling and
Education Act of 1990.

(b) Upon petition of a State or a political sub-
division of a State, the Secretary may exempt.
from subsection (a) of this section, under such
conditions as may be prescribed by regulation,
any State or local requirement that—

(1) would not cause any food to be in viola-
tion of any applicable requirement under
Federal law,

(2) would not unduly burden interstate
commerce, and

(3) is designed to address a particular need
for information which need is not met by the
requirements of the sections referred to in
subsection (a) of this section.

(June 25, 1938, ch. 675, § 403A, as added Nov. 8,
1990, Pub. L. 101-535, § 6(a), 104 Stat. 2362.)

REFERENCES IN TEXT

Subparagraph (B) of such section, referred to in
subsee, (a)(5), probably means subparagraph (B) of
section 343(r)(5) of this title.

Section 6(b) of the Nutrition Labeling and Educa-
tion Act of 1980 [Pub, L. 101-5351, referred to in
subsec, (a), is set out below.

ErrFeCTIVE DATE

Section 10(b) of Pub, L. 101-5635 provided that:

‘(1) IN oENERAL—~Except as provided in paragraph
(2), the amendments made by section 6 [enacting this
section] shall take effect—

“(A) with respect to a requirement of a State or
political subdivision described in paragraph (1) of
section 403A(a) of the Federal Food, Drug, and Cos-
metic Act [subsec. (a)(1) of this sectionl, on the date
of the enactment of this Act [Nov. 8, 18901,

“(B) with respect to a requirement of a State or
political subdivision described in paragraph (2) of
section 403A(a) of the Federal Food, Drug, and Cos-
metic Act, one year after the date of the enactment
of this Act,

*(C) with respect to a requirement of a State or
political subdivision described in paragraph (3) of

! See References In Text note below,

TITLE 21-FOOD AND DRUGS

Page 854

section 403A(a) of the Federal Food, Drug, and Cos-

metic Act, as prescribed by section 6(b) of the Nutri-

tion Labeling and Education Act of 1890 [Pub. L.

101-535, set out below],

‘(D) with respect to a requirement of a State or
political subdivision described in paragraph (4) of
section 403A(a) of the Federai Food, Drug, and Cos-
metic Act, on the date regulations to implement sec-
tlog 403(q) of such Act [2]1 U.S.C. 343(qQ)] take effcct,
an

“(E) with respect to a requitement of a State or
political subdivision described in paragraph (5) of
section 403A(a) of the Federal Food, Drug, and Cos-
metic Act, on the date regulations to implement sec-
tion 403(r) of such Act take effect.

(2) ExceprroN.—-If a State or political subdivision
submits a petition under section 403A(b) of the Feder-
al Food, Drug, and Cosmetic Act for a requirement de-
scribed in section 403A(a) of such Act within 18
months of the date of the enactment of this Act, para-
graphs (3) through (5) of such section 403A(a) shall
not apply with respect to such State or political subdi-
vision requirement until—

“(1) 24 months after the date of the enactment of
this Act, or

*(2) action on the petition,

whichever occurs later.”

Section 6(b) of Pub. L. 101-535 provided that:

(1) For the purpose of implementing section
403A(aX3) [21 U.S.C. 343-1(aX3)], the Secretary of
Health and Human Services shall enter into a contract
with a public or nonprofit private entity to conduct a
study of—

“(A) State and jocal laws which require the label-
ing of food that Is of the type required by sections
403(b), 403(d), 403(f), 403(h), 403¢i)(1), and 403(k) of
the Federal Food, Drug, and Cosmetic Act [21 U.S.C.
343(b), (d), (), (h), (1) 1), (kK)], and

“(B) the sections of the Federal Food, Drug, and
Cosmetic Act referred to in subparagraph (A) and
the regulations issued by the Secretary to enforce
such sections to determine whether such sections
and regulations adequately implement the purposes
of such sections,

*(2) The contract under paragraph (1) shall provide
that the study required by such paragraph shall be
completed within 6 months of the date of the enact-
ment of this Act [Nov. 8, 19901,

“(3)(A) Within 9 months of the date of the enact-
ment of this Act, the Secretary shali publish a pro-
posed list of sections which are adequately being im-
plemented by regulations as determined under para-
graph (1XB) and sections which are not adequately
being implemented by regulations as so determined.
After publication of the lists, the Secretary shall pro-
vide 60 days for comments on such lists.

‘“(B) Within 24 months of the date of the enactment
of this Act, the Secretary shall publish a final list of
sections which are adequately being implemented by
regulations and a list of sections which are not ade-
quately being implemented by regulations. With re-
spect to a section which is found by the Secretary to
be adequately implemented, no State or political sub-
division of a State may establish or continue in effect
as to any food in interstate commerce any require-
ment which Is not identical to the requirement of such
section.

*“¢C) Within 24 months of the date of the enactment
of this Act, the Secretary shall publish proposed revi-
slons ~o the regulations found to be inadequate under
subparagraph (B) and within 30 months of such date
shall issue final revisions. Upon the effective date of
such final revisions, no State or poiitical subdivision
may establish or continue in effect any requirement
which is not identical to the requirement of the sec-
tlon which had its regulations revised in accordance
with this subparagraph.

“(DX1) 1f the Secretary does not {ssue a final list in
accordance with subparagraph (B), the proposed list
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issued under subparagraph (A) shall be considered the
final list and States and political subdivisions shall be
preempted with respect to sections found to be ade-
quate in such proposed list in accordance with sub-
paragraph (B).

“(il) If the Secretary does not issue final revisions of
regulations in accordance with subparagraph (C), the
proposed revisions issued under such subparagraph
shall be considered the final revisions and States and
political subdivisions shall be preempted with respect
to sections the regulations of which are revised by the
proposed revisions.

“*(B) Subsection (b) of section 403A of the Federal
Food, Drug, and Cosmetic Act shall apply with respect
to the prohibition prescribed by subparagraphs (B)
and (C)"

CONSTRUCTION OF Pus. L. 101-535

Section 6(c) of Pub, L. 101-635 provided that:

(1) The Nutrition Labeling and Education Act of
1960 [Pub. L. 101-535, see Short Title of 1990 Amend-
ment note set out under section 301 of this titlel shall
not be construed to preempt any provision of State
law, unless such provision is expressly preempted
under section 403A of the Federal Food, Drug, and
Cosmetic Act [this section].

*(2) The amendment made by subsection (a) [enact-
ing this section] and the provisions of subsection (b)
[set out as a note abovel shall not be construed to
apply to any requirement respecting a statement in
the labeling of food that provides for a warning con-
cerning the safety of the food or component of the
food.

*(3) The amendment made by subsection (a), the
provisions of subsection (b) and paragraphs (1) and (2)
of this subsection shall not be construed to affect pre-
emption, express or implied, of any such requirement
of a State or political subdivision, which may arise
under the Constitution, any provision of the Federal
Food, Drug, and Cosmetic Act {this chapter] not
amended by subsectfon (a), any other Federal law, or
any Federal regulation, order, or other final agency
action reviewable under chapter 7 of title 5, United
States Code."”

Amendments by Pub. L. 101-535 not to be consirued
to alter the authority of the Secretary of Health and
Human Services and the Secretary of Agriculture
under the Federal Food, Drug, and Cosmetic Act (21
U.S8.C. 301 et seq.), the Federal Meat Inspection Act
(21 U.8.C. 601 et seq.), the Poultry Products Inspec-
tion Act (21 U.S.C. 451 et seq.), and the Egg Products
Inspection Act (21 U.8.C. 1031 et seq.), see section 8 of
Pulb. L. 101-535, set out as a note under section 343 of
this title. .

§ 345. Regulations making exemptions

[See main edition for text)

(As amended Nov. 8, 1890, Pub. L. 101-535,
§ 5(a), 104 Stat. 2362.)

AMENDMENT OF SECTION

Pub, L. 101-535, §§5(a), 10(a), Nov. 8§,
1990, 104 Stat. 2362, 2365, provided that, ef-
SJective six months afler the date of promul-
gation of final regulations to implement
section 343(r) of this title, or if such regula-
tions are not promulgated, the date pro-
posed regulations are to be considered as
such final regulations, with certain excep-
tions, this section is amended by inserting
at the end “This section does not apply to
the labeling requirements of sections 343(q)
and 343(r) of this title.”

ErFECTIVE DATE OF 1990 AMENDMENT

Amendment by Pub. L. 101-635 effective six months
after the date of the promulgation of final regulations
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to impiement section 343(r) of this title, or if such reg-
ulations are not promulgated, the date proposed regu-
lations are to be considered as such final regulations,
with exception for persons marketing food the brand
name of which contains a term defined by the Secre-
tary under section 343(rX2)XAXi) of this title, see sec-
tion 10¢(a) of Pub. L. 101-535, set out as a note under
section 343 of this title.

CONSTRUCTION OF AMENDMENTS BY Pus, L. 101-535

Amendments by Pub, L. 101-535 not to be construed
to alter authority of Secretary of Health and Human
Services and Secretary of Agriculture under the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 301 et
seq.), the Federal Meat Inspection Act (21 U.S.C. 601
et seq.), the Poultry Products Inspection Act (21
U.S.C. 451 et seq.), and the Egg Products Inspection
Act (21 U.8.C. 1031 et seq.), see section 9 of Pub, L.
1i01—535. set out as a note under section 343 of this
title.

SECTION REFERRED TO IN OTHER SECTIONS
This section s referred to in section 343 of this title,

§ 346a. Tolerances for pesticide chemicals in or on
raw agricuitural commodities

SECTION REFERRED TO IN OTHER SECTIONS

This section is referred to in sections 342, 346b, 453,
601, 1033 of this title; title 7 section 4501,

§ 348. Food additives

SECTION REFERRED TO IN OTHER SECTIONS

This section is referred to i sections 321, 331, 342,
376, 463, 601, 1033 of this title; title 7 section 4501; title
15 section 1262; title 35 section 155.

§ 350. Vitamins and minerals

SEcTION REFERRED TO IN OTHER SECTIONS
This section is referred to in section 343 of this title.

§ 350a. Infant formulas

SECTION REFERRED TO IN OTHER SECTIONS

This section is referred to in sections 331, 343, 374 of
this title,

SUBCHAPTER V—DRUGS ANID DEVICES

PART A-—-DRUGS AND DEVICES

§ 351. Adulterated drugs and devices

A drug or device shall be deemed to be adul-
terated—

[See main ediltion for text of (a) to (e))

(f) Certain class 11I devices

(1) If it is a class III device—

(A) [See main edition for text of (1)]

(i1) [See main edition for text of (I)]

(I1) for which such an application was filed
and approval of the application has been
denied, suspended, or withdrawn, or such a
notice was filed and has been declared not
completed or the approval of the device under
the protocol has been withdrawn;

(B) [See main edition for text of (1))

(ii) which has an application which has
been suspended or is otherwise not in effect;
or
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(C) which was classified under section
360j(1) of this title into class III, which under
such section is required to have in effect an
approved application under section 360e of
this title, and which has an application which
hafs been suspended or is otherwise not in
effect.

{See main edition for text of (2); (g) to ()]

(As amended Nov. 28, 1980, Pub. L. 101-629,
$ 9(b), 104 Stat. 4621.)

AMENDMENTS

1990—Subsec. (f)(1), Pub. L. 101-629, § 9(b), which
directed the amendment of subpars. (A) to (C) of
subsec. (f), was executed by making the amendments
in subpars. (A) to (C) of par. (1) of subsec. (f) as fol-
lows to reflect the probable intent of Congress: in
subpar. (A)({I)XID), substituted *, suspended, or with-
drawn’ for “or withdrawn"; in subpar. (B)(if), substi-
tuted “which has an application which has been sus-
pended or is otherwise not in effect” for “which does
not have such an application in effect”; and in subpar.
(C), substituted “which has an application which has
been suspended or is otherwise not in effect” for
“which does not have such an application in effect”.

SECTION REFERRED TO IN OTHER SECTIONS

This section is referred to in sections 333, 334, 356,
357, 360b, 360c, 360§, 371, 376, 382 of this titie.

§362. Misbranded drugs and devices

SecTION REPERRED TO IN OTHER SECTIONS

This section is referred to in sectlons 321, 333, 334,
353, 357, 360, 360c, 360§, 371, 802 of this title; titie 42
section 1396r-8.

§363. Exemptions and consideration for certain
drugs, devices, and biological products

{See main edition for text of (a) to (e), ()]

(f) Reguiation of combination products

(1) The Secretary shall designate a compo-
nent of the Food and Drug Administration to
regulate products that constitute a combination
of & drug, device, or biological product. The
Secretary shall determine the primary mode of
action of the combination product. If the Secre-
tary determines that the primary mode of
action is that of—

(A) a drug (other than a biological product),
the persons charged with premarket review of
‘drugs shall have primary jurisdiction,

(B) a device, the persons charged with pre-
market review of devices shall have primary
jurisdiction, or

(C) a Dbiological product, the persons
charged with premarket review of biological
products shall have primary jurisdiction.

(2) Nothing in this subsection shall prevent
the Secretary from using any agency resources
of the Food and Drug Administration necessary
to ensure adequate review of the safety, effec-
tiveness, or substantial equivalence of an arti-
cle.

(3) The Secretary shall promulgate regula-
tions to implement market approval procedures
in accordance with paragraphs (1) and (2) not
later than 1 year after November 28, 1990.

(4) As used in this subsection:
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(A) The term ‘“biological product” has the
meaning given the term in section 262(a) of
title 42,

(B) The term “market clearance” includes—

(i) approval of an application under sec-
tlon 356, 3567, 360e, or 360j(g) of this title,

(i) a finding of substantial equivalence
under this part, and

(iii) approval of a product or establish-
ment license under subsection (8) or (d) of

section 262 of title 42.

(As amended Nov. 28, 1990, Pub L. 101-629,
§ 16(s), 104 Stat, 4526.)

AMENDMENTS

1990—Pub. L. 101-629, § 16¢a)X1), substituted "Ex-
emptions and consideration for certain drugs, devices,
and biological products” for “Exemptions in case of
drugs and devices" in section catchline.

Subsec, (f). Pub, L. 101 629, § 16(a)(2), added subsec.
(695

8 356. New drugs

SECTION REFERRED TO IN OTHER SECTIONS

This section is referred to in sections 331, 333, 334,
363, 367, 360, 360b, 360j, 360aa to 360ee, 374, 381, 382,
802, 811, 827 of this title; title 26 section 28; title 28
section 2201; title 35 sections 155A, 156, 271; title 42
sections 236, 300cc-12, 300cc-13, 300cc-17, 1395y,
1396r-8.

§ 356. Certification of drugs containing insuiin

SECTION REFERRED TO IN OTHER SECTIONS

This section is referred to in sections 331, 352, 360 of
this title; title 15 section 1459; title 42 section 1396r-8.

8 357. Certification of drugs containing peniciliin,
streptomycin, chlortetracycline, chloramphenicol,
bacitracin, or any other antibiotic drug

SECTION REFERRED TO IN OTHER SECTIONS

This section s referred to in sections 331, 352, 353,
360, 360§, 360aa, 360bb, 360cc, 360ee, 374 of this title:
title 26 sectlon 28; title 35 section 156; title 42 section
1396r-8.

§ 360. Registration of producers of drugs or devices

SECTION REFERRED TO IN OTHER SECTIONS

This sectlon is referred to in sections 331, 352, 355,
360c, 360e, 3601, 3604, 381 of this title.

§ 360c. Classification of devices intended for human
use

(a) Ciasses of devices

(1) There are established the following classes
of devices intended for human use:
(A) CLass 1, GENERAL CONTROLS,—

[See main edition for text of (1)1

(i1) A device for which insufficient infor-
mation exists to determine that the con-
trols referred to in clause (1) are sufficient
to provide reasonable assurance of the
safety and effectiveness of the device or to
establish special controls to provide such as-
surance, but because it—

[See main edition for text of (I) and (ID]
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1s to be regulated by the controls referred
to in clause (1).

(B) Crass II, Special CoNTROLS.—A device
which cannot be classified as a class I device
because the general controls by themselves
are insufficient to provide reasonsable assur-
ance of the safety and effectiveness of the
device, and for which there 1s sufficient infor-
mation to establish special controls to provide
such assurance, including the promulgation
of performance standards, postmarket sur-
velllance, patient registries, development and
dissemination of guidelines (including guide-
lines for the submission of clinical data in
premarket notification submissions in accord-
ance with section 360(k) of thls title), recom-
mendations, and other appropriate actions as
the Secretary deems necessary to provide
such assurance, For a device that {s purported
or represented to be for a use in supporting or
sustaining human life, the Secretary shall ex-
amine and identify the special controls, if
any, that are necessary to provide adequate
assurance of safety and effectiveness and de-
scribe how such controls provide such assur-
ance,

(C) Crass III, PREMARKET APPROVAL.—A
device which because—

(1) it (I) cannot be classified as a class I
device because insufficlent information
exists to determine that the application of
general controls are sufficient to provide
reasonable assurance of the safety and ef-
fectiveness of the device, and (II) cannot be
classified as a class II device because insuffi-
clent information exists to determine that
the special controls described in subparsa-
graph (B) would provide reasonable assur-
ance of its safety and effectiveness, and

[See main edition for text of (i1))

is to be subject, In accordance with section
360e of this title, to premarket approval to
provide reasonable assurance of its safety and
effectiveness.

If there is not sufficient information to estab-
lish a performance standard for a device to pro-
vide reasonable assurance of its safety and ef-
fectiveness, the Secretary may conduct such ac-
tivitles as may be necessary to develop or
obtain such information.

[See main edition for text of (2) and (3); (b) to
(d))

(e) Classification changes

(1) Based on new information respecting a
device, the Secretary may, upon his own initia-
tive or upon petition of an interested person, by
regulation (A) change such device's classifica-
tion, and (B) revoke, because of the change in
classification, any regulation or requirement in
effect under section 360d or 360e of this title
with respect to such device. In the promulga-
tion of such a regulation respecting a device's
classification, the Secretary may secure from
the panel to which the device was last referred
pursuant to subsection (c) of this section a rec-
ommendation respecting the proposed change
in the device’s classification and shall publish
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in the Federal Register any recommendation
submitted to the Secretary by the panel re-
specting such change. A regulation under this
subsection changing the classification of a
device from class III to class II may provide
that such classification shall not take effect
until the effective date of & performance stand-
ard established under section 360d of thls title
for such device.

(2) By regulation promulgated under para-
graph (1), the Secretary may change the classi-
fication of a device from class I1I—

(A) to class II If the Secretary determines
that special controls would provide reasona-
ble assurance of the safety and effectiveness
of the device and that general controls would
not provide reasonable assurance of the
safety and effectiveness of the device, or

(B) to class I If the Secretary determines
that general controls would provide reasona-
ble assurance of the safety and effectiveness
of the device.

() Initial classification and reciassification of certain
devices

[See main edition for text of (1))

(2XA) The Secretary may initiate the reclassi-
fication of a device classified into class III
under paragraph (1) of this subsection or the
manufacturer or importer of a device classified
under paragraph (1) may petition the Secretary
(in such form and manner as he shall prescribe)
for the issuance of an order classifying the
device In class I or class I1, Within thirty days
of the filing of such a petition, the Secretary
shall notify the petitioner of any deficiencles in
the petition which prevent the Secretary from
making & decision on the petition.

(B)X(1) Upon determining that a petition does
not contain any deficlency which prevents the
Secretary from making a decision on the peti-
tion, the Secretary may for good cause shown
refer the petition to an appropriate panel es-
tablished or authorized to be used under sub-
section (b) of this section. A panel to which
such a petition has been referred shall not later
than ninety days after the referral of the peti-
tion make a recommendation to the Secretary
respecting approval or denial of the petition.
Any such recommendation shall contain (I) a
summary of the reasons for the recommenda-
tion, (II) a summary of the data upon which
the recommendation is based, and (III) an iden-
tification of the risks to health (if any) present-
ed by the device with respect to which the peti-
tion was filed. In the case of a petition for a
device which is intended to be implanted in the
human body or which is purported or repre-
sented to be for a use in supporting or sustain-
ing human life, the panel shall recommend that
the petition be denied unless the panel deter-
mines that the classification in class III of the
device 13 not necessary to provide reasonable as-
surance of its safety and effectiveness. If the
panel recommends that such petition be ap-
proved, it shall in its recommendation to the
Secretary set forth its reasons for such recom-
mendation.

[See main edition for text of (i1), (C))
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(3) If a manufacturer reports to the Secretary
_under section 360(k) of this title that a device is
substantially equivalent to another device—

(1) which the Secretary has classified as a
class III device under subsection (b) of this
section, ) .

(if) which was introduced or delivered for
introduction - into .interstate commerce for
commercial distribution before December 1,
1990, and

(iil) for which no final regulation requiring
premarket approval has been promulgated
under section 360e(b) of this title,

the manufacturer shall certify to the Secretary
that the manufacturer has conducted a reason-
able search of all information known or other-
wise available to the manufacturer respecting
such other deviee and has included in the
report under section 360(k) of this title 2 sum-
mary of and a citation to all adverse safety and
effectiveness data respecting such other device
and respecting the device for which the 360(k)
report is being made and which has not been
submitted to the Secretary under section 360i
of this title. The Secretary may require the
manufacturer to submit the adverse safety and
effectiveness data described in the report.

[See main edition for text of (9) and (h))

(1) Substantial equivalence

(1) A) For purposes of determinations of sub-
stantial equivalence under subsection (f) of this
section and section 360j(1) of this title, the term
“substantially equivalent” or ‘substantial
equivalence” means, with respect to a device
being compared to a predicate device, that the
device has the same intended use as the predi-
cate device and that the Secretary by order has
found that the device—

(1) has the same technological charaeteris-
tics as the predicate device, or

(iXI) has different technological character-
istics and the information submitted that the
device is substantially equivalent to the predi-
cate device contains information, including
clinical data if deemed necessary by the Sec-
retary, that demonstrates that the device is
as safe and effective as a legally marketed
device, and (II) does not raise different ques-
tions of safety and efficacy than the predi-
cate device.

(B) For purposes of subparagraph (A), the
term *“different technological characteristics”
means, with respect to a device being compared
to a predicate device, that there is a significant
change in the materials, design, energy souree,
or other features of the device from those of
the predicate deviee,

(2) A device may not be found to be substan-
tially equivalent to a predicate device that has
been removed from the market at the initiative
of the Secretary or that has been determined to
be misbranded or adulterated by a judicial
order.

(3)(A) As part of a submission under section
360(k) of this title respecting a device, the
person required to file a premarket notification
under such section shall provide an adequate
summary of any information respecting safety
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and effectiveness or state that such informa-
tion will be made available upon request by any
person,

(B) Any summary under subparagraph (A) re-
specting a device shall contain detafled infor-
mation regarding data concerning adverse
health effects and shall be made available to
the public by the Secretary within 30 days of
the issuance of a determination that such
device is substantially equivalent to another
device.

(As amended Nov. 28, 1990, Pub, L. 101-629,
§§ 4(a), 5(a)-(cX1), (3), 12(a), 18(a), 104 Stat.
4515, 4511, 4518, 4523, 4528.)

AMENDMENTS

1980—Subsec, (a)(1)(AX(f), Pub, L, 101-629, § 5(a)1),
substituted “or to establish special controls” for “or to
estabiish a performance standard”.

Subsec, (a)(1)(B), Pub, L. 101-629, § 5(a)(2), amended
subpar. (B) generally. Prior to amendment, subpar, (B)
read as follows: “Crass II, PERFORMANCE STANDARDS,—A
device which cannot be classified as a class I device be-
cause the controls authorized by or under sections 351,
362, 360, 360f, 360h, 360i, and 360j of this title by
themselves are insufficient to provide reasonable as-
surance of the safety and effectiveness of the device,
for which there is sufficient informatfon to establish a
performance standard to provide such assurance, and
for which it is therefore necessary to establish for the
device a performance standard under section 360d of
this title to provide reasonable assurance of its safety
and effectiveness.”

Subsec. (a)}1XCXi). Pub, L. 101-628, §5(a)X3),
amended cl. (1) generally. Prior to amendment, cl. (1)
read as follows: ““it (I) cannot be classified as a class I
device because insufficient information exists to deter-
mine that the controis authorized by or under sections
351, 362, 360, 360f, 360h, 3601, and 360j of this title are
sufficlent to provide reasonable assurance of the
safety and effectiveness of the device and (II) cannot
be classified as a class II device because insufficient in-
formation exists for the establishment of a perform-
ance standard to provide reasonable assurance of its
safety and effectiveness, and”.

Subsec. (e). Pub. L. 101-629, § 5(b), designated exist-
ing provisions as par. (1), redesignated cls. (1) and (2)
as (A) and (B), respectively, and added par. (2).

Subsec. (f). Pub, L. 101-629, § 5(c)X3), inserted “and
reclassification” before “of”” in heading.

Subsec. (f)(2)(A), Pub. L, 101-628, § 5(c)(1), substitut-
ed “The Secretary may initiate the reclassification of
a device classified into class III under paragraph (1) of
this subsection or the manufacturer” for “The manu-
facturer".

Subsec. (£)(2)(B)(1). Pub, L, 101-629, § 18(a), substi-
tuted “the Secretary may for good cause shown” for
“the Secretary shall”.

Subsec. (£)(3). Pub. L. 101-629, § 4(a), added par. (3).

Subsec. (1), Pub. L. 101-629, § 12(a), added subsec, ({).

REGULATIONS

Section 12(b) of Pub. L. 101-629 provided that:
“Within 12 months of the date of the enactment of
this Act [Nov, 28, 1990], the Secretary of Health and
Human Services shall issue regulations establishing
the requirements of the summaries under section
513(1)(3) of the Federai Food, Drug, and Cosmetic Act
[21 U.S.C. 360c(1)(3)), as added by the amendment
made by subsection (a).”

DAILY WEAR SoFT OR DAILY WEAR NONHYDROPHILIO
PrasTic CONTACT LENSES

Section 4(b)(3) of Pub, L. 101-629 provided that:
“(A) Notwithstanding section 520(1)5) of the Feder-
al Food, Drug, and Cosmetic Act [21 U.S.C. 360j(I)(5)],



Page 859

the Secretary of Health and Human Services shall not
retain any daily wear soft or daily wear nonhydrophi-
lic plastic contact lens in class III under such Act [this
chapter] unless the Secretary finds that it meets the
criteria set forth in section 513(a)(1X(C) of such Act
{21 U.S.C. 360c(a)(1)(C)]. The finding and the grounds
for the finding shall be published in the Federal Reg-
ister. For any such lens, the Secretary shall make the
determination respecting reclassification required in
section 5§20(1)X5)B) of such Act within 24 months of
the date of the enactment of this paragraph [Nov. 28,
1990],

“(B) The Secretary of Health and Human Services
may by notice published in the Federal Register
extend the two-year period prescribed by subpara-
graph (A) for a lens for an additional period not to
exceed one year.

“(C)(i) Before classlfylng a lens in class II pursuant
to subparagraph (A), the Secretary of Health and
Human Services shall pursuant to section 513(a)(1X(B)
of such Act assure that appropriate regulatory safe-
guards are in effect which provide reasonable assur-
ance of the safety and effectiveness of such lens, in-
cluding clinical and preclinical data. if- deemed neces-

. sary by the Secretary. -
- “(i1) Prior. to classifying a lens in class I pursuant to
.subparagraph (A), the Secretary shall assure that ap-
propriate regilatory safeguards are in effect. which
provide reasonable assurance of the safety and effec-
tiveness of such lens, including clinical and preclinical
data if deemed necessary by the Secretary.

(D) Notwlithstanding section 520(1)(5) of'such’ Act,
if 'the Secretary of Health and Human Services has
not made the finding and published the finding re-
quired by subparagraph (A) within 36 months of the
date of the enactment of this subparagraph [Nov. 28,
1990], the Secretary shall issue an order placing the
lens in class II.

“(E) Any person adversely affected by a final regula-
tion under this paragraph revising the classification of
a lens may challenge the revision of the classification
of such lens only by filing a petition under section
613(e) for a classification change.”

Rmmcss IN OTHER LAaws To GS-186, 17, oR 18 Pay
RaTES

" References in laws to the rates of pay for GS-186, 17,
or 18, or to maximum rates of pay under the General
Schedule, to be considered references to rates payable
under specified sections of Title §, Government Orga-
nization and Employees, see’ section 529 ([title I,
§ 101(c)(1)] of Pub, L. 101-509, set out in a note under
section 6376 of Title 5.

SECTION REFERRED TO IN OTHER SECTIONS

This section is referred to in sections 331, 351, 360,
360d, 360e, 360g, 360 of this title.

§360d. Performance standards

(a) Reasonahle assurance of safe and effective per-
formance; perlodic evaluatlon

(1) The special controls required by section
360c(a)(1XB) of this title shall include perform-
ance standards for a class II device if the Secre-
tary determines that a performance standard is
necessary to provide reasonable assurance of
the safety and effectiveness of the device. A
class III device may also be considered a class II
device for purposes of establishing & standard
for the device under this section if the device
has been reclassified as a class II device under a
regulation under section 360c(e) of this title but
such regulation provides that the reclassifica-
tion is not to take effect until the effective date
of such a standard for the device.

[See main edition for text of (2) to ()]
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(b) Establishment of a standard

(1)X(A) The Secretary shall publish in the Fed-
eral Register a notice of proposed rulemaking
for the establishment, amendment, or revoca-
tion of any performance standard for a device,

(B) A notice of proposed rulemaking for the
establishment or amendment of & performance
standard for a device shall—

(i) set forth a finding with supporting justi-
fication that the performance standard is ap-
propriate and necessary to previde reasonable
assurance of the safety and effectiveness of
the device,

(ii) set forth proposed findings with respect
to the risk of illness or injury that the per-
formance standard i{s intended to reduce or
eliminate,

(ii1) invite Interested persons to submit to
the Secretary, within 30 days of the publica-
tion of the notice, requests for changes in the
classification of the device pursuant to sec-
tion 360c(e) of this title based on new infor-
mation relevant to the classification, and
© (iv) invite interested persons to submit an
existing performance standard for the device,
including a draft or proposed performance
standard, for consideration by the Secretary.

(C) A notice of proposed rulemaking for the
revocation of & performance standard shall set
forth a finding with supporting justification
that the performance standard is no longer nec-
essary to provide reasonable assurance of the
safety and effectiveness of a device,

(D) The Secretary shall provide for a com-
ment period of not less than 60 days.

(2) If, after publication of & notice in accord-
ance with paragraph (1), the Secretary receives
a request for ‘a change in the classification of
the device, the Secretary shall, within 60 days
of the publication of the notice, after consulta-
tion with the appropriate panel under section
360c of this title, either deny the request or
give notice of an intent to initiate such change
under section 360c(e) of this title,

(3)XA) After the expiration of the period for
comment on & notice of proposed rulemaking
published under paragraph (1) respecting a per-
formance standard and after consideration of
such comments and any report from an adviso-
ry committee under paragraph (5), the Secre-
tary shall (i) promulgate a regulation establish-
ing a performance standard and publish in the
Federal Register findings on the matters re-
ferred to in paragraph (1), or (ii) publish a
notice terminating the proceeding for the de-
velopment of the standard together with the
reasons for such termination. If a notice of ter-
mination is published, the Secretary shall
(unless such notice is issued because the device
is & banned device under section 360f of this
title) initiate a proceeding under section 360c(e)
of this title to reclassify the device subject to
the proceeding terminated by such notice.

(B) A regulation establishing a performance
standard shall set forth the date or dates upon
which the standard shall take effect, but no
such regulation may take effect before one year
after the date of its publication unless (i) the
Secretary determines that an earlier effective
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date is necessary for the protection of the
public health and safety, or (ii) such standard
has been established for a device which, effec-
tive upon the effective date of the standard,
has been reclassified from class III to class II.
Such date or dates shall be established 50 as to
minimize, consistent with the public health and
safety, economic loss to, and disruption or dislo-
cation of, domestic and international trade.

(4)(A) The Secretary, upon his own initiative
or upon petition of an interested person may by
regulation, promulgated in accordance with the
requirements of paragraphs (1), (2), and (3X(B)
of this subsection, amend or revoke a perform-
ance standard.

(B) The Secretary may declare a proposed
amendment of a performance standard to be ef-
fective on and after its publication in the Fed-
eral Register and until the effective date of any
final action taken on such amendment if he de-
termines that making it so effective is in the
public Interest. A proposed amendment of a
performance standard made so effective under
the preceding sentence may not prohibit,
during the perfod in which it is so effective, the
introduction or delivery for introduction into
interstate commerce of a device which con-
forms to such standard without the change or
changes provided by such proposed amend-
ment.

(5)(A) The Secretary—

(1) may on his own initiative refer a pro-
posed regulation for the establishment,
amendment, or revocation of a performance
standard, or

(i1) shall, upon the request of an interested
person which demonstrates good cause for re-
ferral and which is made before the expira-
tion of the period for submission of comments
on such proposed regulation refer such pro-
posed regulation,

to an advisory committee of experts, estab-
lished pursuant to subparagraph (B), for a
report and recommendation with respect to any
matter involved in the proposed regulation
which requires the exercise of scientific judg-
ment. If a proposed regulation is referred under
this subparagraph to an advisory committee,
the Secretary shall provide the advisory com-
mittee with the data and information on which
such proposed regulation is based. The advisory
committee shall, within sixty days of the refer-
ral of a proposed regulation and after inde-
pendent study of the data and information fur-
nished to it by the Sccretary and other data
and information before it, submit to the Secre-
tary a report and recommendation respecting
such regulation, together with all underlying
data and information and a statement of the
reason or basis for the recommendation. A copy
of such report and recommendation shall be
made public by the Secretary.

(B) The Secretary shall establish advisory
committees (which may not be panels under
section 360c of this title) to receive referrais
under subparagraph (A). The Secretary shall
appoint as members of any such advisory com-
mittee persons quallfied in the subject matter
to be referred to the committee and of appro-
priately diversified professional background,
except that the Secretary may not appoint to
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such a committee any individual who is in the
regular full-tlme employ of the United States
and engaged in the administration of this chap-
ter. Each such committea shall include as non-
voting members a representative of consumer
interests and a representative of interests of
the device manufacturing industry. Members of -
an advisory committee who are not officers or
employees of the United States, while attend-
ing conferences or meetings of their committee

_or otherwise serving at the request of the Sec-

retary, shall be entitled to receive compensa-
tion at rates to be fixed by the Secretary, which
rates may not exceed the daily equivalent of
the rate in effect for grade GS-18 of the Gener-
al Schedule, for each day (including traveltime)
they are so engaged; and while so serving away
from their homes or regular places of business
each member may be allowed travel expenses,
including per diem in lieu of subsistence, as au-
thorized by section 5703 of titie 5 for persons in
the Government service employed intermittent-
ly. The Secretary shall designate one of the
members of each advisory committee to serve
as chairman thereof. The Secretary shall fur-
nish each advisory committee with clerical and
other assistance, and shall by regulation pre-
scribe the procedures to be followed by each
such committee in acting on referrals made
under subparagraph (A).

(As amended Nov. 28, 1990, Pub. L. 101-629,
§§ 6(a), (b)(1), 18(b), 104 Stat. 4519, 45628.)

AMENDMENTS

1990—Subsec, (a)(1). Pub, L. 101-629, § 6(aX1), sub-
stituted “The special controls required by section
360c(a)(1XB) of this title shall include performance
standards for a class II device if the Secretary deter-
mines that a performance standard is necessary to
provide reasonable assurance of the safety and effec-
tlveness of the device.” for “The Secretary may by
regulation, promulgated in accordance with this sec.
glor}. establish a performance standard for a class II

evice.”

Subsec. (b). Pub. L., 101-629, § 6(a)(2), (3), redesignat-
ed subsec. (g) as (b) and struck out former subsec. (b)
which read as follows:

“(1) A proceeding for the development of a perform-
ance standard for a deviee shall be initiated by the
Secretary by the publication in the Federal Register
of notice of the opportunity to submit to the Secre-
tary a request (within fifteen days of the date of the
publication of the notice) for a change in the classifi-
cation of the device based on new information relevant
to its classification.

*(2) If, after publication of a notice pursuant to
paragraph (1) the Secretary recelves a request for a
change In the device's classiflcation, he shall, within
sixty days of the publleation of such notice and after
consultation with the appropriate panel under section
360c of this title, by order publlshed In the Federal
Register, either deny the request for change in classi.
fication or give notice of his intent to Initiate such a
change under section 360c(e) of this title.”

Subsec. (b)X1), (2). Pub. L, 101-629, § 6(a)4), amend-
ed pars, (1) and (2) generally. Prior to amendment,
pars. (1) and (2) read as follows:

“(1)(A) After publication pursuant to subsection (c¢)
of this section of a notlcc respecting a performance
standard for a device, the Secretary shall either—

(1) publish, in the Federal Register in a notice of
proposed rulemaking, a proposed performance
standard for the device (I) developed by an offeror
under such notice and accepted by the Secretary,
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(11) developed under subsection (c)X(4) of this section,

(I11) accepted by the Secretary under subsection (d)

of this section, or (IV) developed by him under sub-

section (I) of this section, or

(1) issue a notice in the Federal Register that the
proceeding is terminated together with the reasons
for such termination.

“(B) If the Secretary issues under subparagraph
(A)il) a notice of termination of a proceeding to estab-
lish a performance standard for a device, he shall
(unless such notice is issued because the device is a
banned device under section 360f of this title) initiate
a proceeding under section 360c(e) of this title to re-
classify the device subject to the proceeding terminat-
ed by such notice.

“(2) A notice of proposed rulemaking for the estab-
lishment of a performance standard for a device pub-
lished under paragraph (1)(AX{) shall set forth pro-
posed findings with respect to the degree of the risk of
illness or injury designed to be eliminated or reduced
by the proposed standard and the benefit to the public
from the device.”

Subsec. (bX3)AXI). Pub. L. 101-629, §6(b)1)A),
substituted “paragraph (1)" for “paragraph (2)".

Subsec. (bX4)(A). Pub. L, 101-829, § 6(b)(1)XB), sub-
stituted “paragraphs (1), (2), and (3XB)" for “para-
graphs (2) and (3XB)".

Subsec, (b)(4)(B). Pub. L. 101-629, § 18(b)1), which
directed the amendment of par. (3)(B) by striking out
. after affording all interested persons an opportuni.
ty for an informal hearing,” was executed by striking
out that language after “If he determines” in par.
(4X(B), to reflect the probable intent of Congress.

Subsec. (bX}5)AX{). Pub. L. 101-629, §18(hX2),
which directed the amendment of par. (4XAXii) by
substituting *which demonstrates good cause for re-
ferral and which is made before the expiration of the
period for submission of comments on such proposed
regulation refer such proposed regulation,” for
“unless” and all that follows In cl, (i), was executed by
substituting the new language for “unless the Secre-
tary finds the request to be without good cause or the
request Is made after the expiration of the period for
submission of comments on such proposed regulation
refer such proposed regulation,” in par. (6)(AX11), to
reflect the probable Intent of Congress,

Subsecs. (¢) to (f), Pub, L. 101-829, § 6(aX2), struck
out subsec. (c¢) relating to invitations for standards,
subsec, (d) relating to acceptance of certain existing
standards, subsec. (e) relating to acceptance of offers
to develop standards, and subsec, (f) relating to devel-
opment of standards by the Secretary after publica-
tlodx; of notice {nviting submissions or offers of stand-
ards.

Subsec. (g). Pub. L. 101-629, § 6(aX3), redesignated
subsec. (g) as (b).

REFERENCES IN OTHER LAws To GS-16, 17, OR 18 Pay
RATES

References in laws to the rates of pay for GS-186, 17,
or 18, or to maximum rates of pay under the General
Schedule, to be considered references to rates payable
under specified sections of Title 5, Government Orga-
nization and Employees, see section 529 [title I,
§ 101(cX1)] of Pub, L. 101-609, set out in a note under
section 6376 of Title 5.

§ 360e. Premarket approval
[See main edition for text of (a) and (b)]
(c) Application for premarket approval
[See main edition for text of (1)]

(2) Upon receipt of an application meeting
the requirements set forth in paragraph (1),
the Secretary—

(A) may on the Secretary’s own initiative
refer such application, or
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(B) shall, upon the request of an applicant
unless the Secretary finds that the informa-
tion in the application which would be re-
viewed by a panel substantially duplicates in-
formation which has previously been re-
viewed by a panel appointed under section
360c of this title,

refer such application to the appropriate panel
under section 360c of this title for study and for
submission (within such pericd as he may es-
tablish) of a report and recommendation re-
specting approval of the application, together
with all underlying data and the reasons or
basis for the recommendation.

[See main edition for text of (d)]

(e) Withdrawal and temporary suspension of approv-
al of application

. [See main edition for text of (1) and (2)]

(3) If, after providing an opportunity .for an
informal hearing, the Secretary determines
there is reasonable probablility that the con-
tinuation of distribution of a device under an
approved application would cause serious, ad-
verse health consequences or death, the Secre-
tary shall by order temporarily suspend the ap-
proval of the application approved under this
section. If the Secretary issues such an order,
the Secretary shall proceed expeditiously under
paragraph (1) to withdraw such application.

[See main edition for text of (N to (W)]

(i) Revision

(1) Before December 1, 1995, the Secretary
shall by order require manufacturers of devices,
which were introduced or delivered for intro-
duction into interstate commerce for commer-
cial distribution before May 28, 1976, and which
are subject to revision of classification under
paragraph (2), to submit to the Secretary a
summary of and citation to any information
known or otherwise available to the manufac-
turer respecting such devices, including adverse
safety or effectiveness information which has
not been submitted under section 360i of this
title. The Secretary may require the manufac-
turer to submit the adverse safety or effective-
ness data for which a summary and citation
were submitted, {f such data are available to
the manufacturer.

(2) After the issuance of an order under para-
graph (1) but before December 1, 1995, the Sec-
retary shall publish a regulation in the Federal
Register for each device—

(A) which the Secretary has classified as a
class III device, and

(B) for which no final regulation has been
plromulgated under subsection (b) of this sec-
tion,

revising the classification of the device so that
the device is classified into class I or class II,
unless the regulation requires the device to
remain in class III. In determining whether to
revise the classification of a device or to require
a device to remalin in class III, the Secretary
shall appiy the criteria set forth in section
360c(a) of this title. Before the publication of a
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regulation requiring a device to remain in class
III or revising its classification, the Secretary
shali publish a proposed regulation respecting
the classification of a device under this para-
graph and provide reasonable opportunity for
the submission of comments on any such regu-
lation. No regulation requiring .a device to
remain in class III or revising its classification
may take effect before the expiration of 90
days from the date of its publication in the
Federal Register as a proposed regulation.

(3) The Secretary shall, as promptly as is rea-
sonably achievable, but not later than 12
months after the effective date of the regula-
tion requiring a device to remain in class IIJX, es-
tablish a schedule for the promulgation of a
subsection (b) of this section regulation for
each device which i{s subject to the regulation
requiring the device to remain in class III.

(As amended Nov. 28, 1990, Pub. L. 101-629,
§§ 4(bX1), 9a), 18(c), 104 Stat. 4515, 4521,
4528.)-

AMENDMENTS

1990—Subsec. (cX2), Pub, L. 101-629, § 18(c), substi-
tuted “the Secretary—" for “the Secretary shall” and
added subpars. (A) and (B).

Subsec. (e). Pub, L. 101-629, § 9(a)2), inserted “and
temporary suspension” after “Withdrawal” in head-
ing.

Subsec. (eX3). Pub. L. 101-629, § 9(a)(1), added par.
(3).

Subsec. (). Pub. L. 101-629, § 4(bX1), added subsec.
.

REFERENCES IN OTHER LAws 10 3S-16, 17, OR 18 Pay
RATES

References in laws to the rates of pay for GS-18, 17,
or 18, or to maximum rates of pay under the General
Schedule, to be considered references to rates payable
under specified sections of Title 5, Government Orga-
nization and Employees, see section 529 (title I,
§ 101(¢cX1)] of Pub, L. 101-509, set out in a note under
section 6376 of Title 5.

SECTION REFERRED TO IN OTHER SECTIONS

This section i3 referred to in sections 331, 351, 353,
360, 360c, 360g, 360§, 381 of this title; title 35 section
158,

§ 360f, Banned devices

(a) General rule

Whenever the Secretary finds, on the basis of
all available data and information, that—

[See main edition for text of (1) and (2)]

he may initiate a proceeding to promulgate a
regulation to make such device a banned device.

[Sec main edition for text of (b)}

(As amended Nov. 28, 1990, Pub., L. 101-629,
§ 18(d), 104 Stat. 4529.)

AMENDMENTS

1990—Subsec. (a). Pub. L. 101-629 struck out “and
after consultation with the appropriate panel or
panels under section 360c of this title” after “data and
information” in introductory provisions and struck out
at end “The Secretary shall afford all interested per-
sons opportunity for an informal hearing on a reguia-
tion proposed under this subsection.”
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§ 360g. Judicial review

(a) Petition; record
Not later than thirty days after—

[See main edition for text af (1) to (5)]

(8) the issuance of an order under section
360j(£)(2) of this title,

(See main edition for text of (7]

(8) an order pursuant to section 360c(i) of
this title,

(9) a regulation under section 360e(iX2) or
360j(1)X(6)XB) of this title, or

(10) an order under section 360j(c)(4)XB) of
this title,

any person adversely affected by such regula-
tion or order may file a petition with the
United States Court of Appeals for the District
of Columbia or for the circuit wherein such
person resides or has his principal place of busi-
ness for judicial review of such regulation or
order. A copy of the petition shall be transmit.
ted by the clerk of the court to the Secretary or
other officer designated by him for that pur-
pose. The Secretary shall file in the court the
record of the proceedings on which the Secre-
tary based his regulation or order as provided
in section 2112 of title 28. For purposes of this
section, the term “record” means all notices
and other matter published in the Federal Reg-
ister with respect to the regulation or order re-
viewed, all information submitted to the Secre-
tary with respect to such regulation or order,
proceedings of any panel or advisory committee
with respect to stich regulation or order, any
hearing held with respect to such regulation or
order, and any other information identified by
the Secretary, in the administrative proceeding
held with respect to such regulation or order,
as being relevant to such regulation or order.

[See main edition for text of (b) to (N)

(As amended Nov, 28, 1990, Pub. L. 101-629,
§ 13, 104 Stat. 4524.)

AMENDMENTS

1990-—8ubsec, (a)X(8) to (10). Pub, L. 101-629 added
pars. (8) to (10).

§ 360h. Notification and other remedies

[See main edition for text of (a) to (d))

(e) Recall authority

(1) If the Secretary finds that there is a rea-
sonable probability that a device intended for
human use would cause serious, adverse health
consequences or death, the Secretary shall
issue an order requiring the appropriate person
(including the manufacturers, importers, dis-
tributors, or retaflers of the device)—

(A) to immediately cease distribution of
such device, and

(B) to immediately notify health profes-
sionals and device user facilities of the order
and to instruct such professionals and facfli-
ties to cease use of such device.
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The order shall provide the person subject to
the order with an opportunity for an informal
hearing, to be held not later than 10 days after
the date of the i{ssuance of the order, on the ac-
tions required by the order and on whether the
order should be amended to require a recall of
such device, If, after providing an opportunity
for such a hearing, the Secretary determines
that inadequate grounds exist to support the
actions required by the order, the Secretary
shall vacate the order,

(2)XA) If, after providing an opportunity for
an informal hearing under paragraph (1), the
Secretary determines that the order should be
amended to include a recali of the device with
respect to which the order was issued, the Sec-
retary shali, except as provided in subpara-
graphs (B) and (C), amend the order to require
a recall. The Secretary shall specify a timetable
in which the device recail will occur and t"all
require periodic reports to the Secretary de-
scribing the progress of the recall.

(B) An amended order under subparagraph
(A)—

(1) shall—

(I) not include recail of a device from indi-
viduals, and

(II) not include recall of a device from
device user faciiities if the Secretary deter-
mines that the risk of recalling such device
from the facilities presents a greater health
risk than the health risk of not recalling
the device from use, and

(1) shall provide for notice to individuals
subject to the risks associated with the use of
such device.

In providing the notice required by clause (i),
the Secretary may use the assistance of health
professionals who prescribed or used such a
device for individuals. If a significant number
of such individuals cannot be identified, the
Secretary shall notify such individuals pursu-
ant to section 375(b) of this title.

(3) The remedy provided by this subsection
shall be in addition to remedies provided by
subsections (a), (b), and (c) of this section.

(As amended Nov. 28, 1990, Pub. L. 101-629, § 8,
104 Stat. 4520.)

AMENDMENTS
1990—Subsec, (e). Pub, L. 101-629 added subsec. (e).

8§ 3601, Records and reports on devices

(a) General rule

Every person who is a manufacturer, import-
er, or distributor of a device intended for
human use shall estabiish and maintain such
records, make such reports, and provide such
information, as the Secretary may by regula-
tion reasonably require to assure that such
device is not adulterated or misbranded and to
otherwlse assure its safety and effectiveness.
Regulations prescribed under the preceding
sentence—

[See main edition for text of (1) to (3)]

(4) may not require that the identity of any
patient be disclosed in records, reports, or in-
formation required under this subsection
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unless required for the medical welfare of an
individual, to determine the safety or effec-
tiveness of a device, or to verify a record,
report, or information submitted under this
chapter;

(5) may not require a manufacturer, import-
er, or distributor of a class I device to—

[See main edition for text of (4)]

(B) to submit for such a device to the Sec-
retary any report or information—

[See main edition for text of (1) and (ii)]

unless such report or information is neces-
sary to dctermine if the device should be re-
classified or if the device is adulterated or
misbranded; and

(6) shall require distributors who submit
such reports to submit coples of the reports
to the manufacturer of the device for which
the report was made.

In prescribing such regulations, the Secretary
shall have due regard for the professional
ethics of the medical profession and the inter-
ests of patients, The prohibitions of paragraph
(4) of this subsection continue to apply to rec-
ords, reports, and information concerning any
individual who has been a patient, irrespective
of whether or when he ceases to be a patient.

(b) User reports

(1)(A) Whenever a device user facility re-
celves or otherwise becomes aware of informa-
tion that reasonably suggests that there is a
probability that a device has caused or contrib-
uted to the death of a patient of the facility,
the facility shall, as soon as practicable but not
later than 10 working days after becoming
aware of the information, report the informa-
tion to the Secretary and, if the identity of the
manufacturer is known, to the manufacturer of
the device. In the case of deaths, the Secretary
may by regulation prescribe a shorter period
for the reporting of such information.

(B) Whenever a device user facility receives
or otherwise becomes aware of information
that reasonably suggests that there is a proba-
bility that a device has caused or contributed to
the serious illness of, or serious injury to, a pa-
tient of the facility, the facility shall, as soon as
practicable but not later than 10 working days
after becoming aware of the information,
report the information to the manufacturer of
the device or to the Secretary if the identity of
the manufacturer is not known.

(C) Each device user facility shall submit to
the Secretary on a semi-annual basis a summa-
ry of the reports made under subparagraphs
(A) and (B). Such summary shall be submitted
on January 1 and Juiy 1 of each year. The sum-
mary shall be in such form and contain such in-
formation from such reports as the Secretary
may require and shall include—

(i) sufficient information to identify the fa-
cility which made the reports for which the
summary is submitted,

(ii) in the case of any product which was
the subject of a report, the product name,
serial number, and model number,
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(iii) the name and the address of the manu-
facturer of such device, and .

(iv) a brief description of the event reported
to the manufacturer,

The Secretary may by regulation aiter the fre-
quency and timing of reports required by this
subparagraph.

(D) For purposes of subparagraphs (A), (B),
and (C), a device user facility shail be treated as
having received or otherwise become aware of
information with respect to a device of that fa-
ciiity when medical personnel who are em-
ployed by or otherwise formally affiliated with
the facility receive or otherwise become aware
of information with respect to that device in
the course of their duties.

(2) The Secretary may not disclose the identi-
ty of a device user faciiity which makes a report
under paragraph (1) except Iin connection
with—

(A) an action brought to enforce section

331(q) of this title, i

(B) a communication to a manufacturer of a
device which is the subject of a report under
paragraph (1), or

(C) a disclosure required under subsection
(a) of this section,

This paragraph does not prohibit the Secretary
from disciosing the identity of a device user fa-
cility making a report under paragraph (1) or
any information in such a report to employees
of the Department of Heaith and Human Serv-
ices, to the Department of Justice, or to the
duly authorized committees and subcommittees
of the Congress.

(3) No report made under paragraph (1) by—

(A) a device user facility,

(B) an individual who is employed by or
otherwise formally affiiiated with such a fa-
cility, or

(C) a physician who is not required to make
such a report,

shall be admissible into evidence or otherwise
used in any civii action involving private parties
unless the facility, individual, or physician who
made the report had knowledge of the falsity of
the information contained in the report.

(4) A report made under paragraph (1) does
not affect any obligation of a manufacturer
who receives the report to file a report as re-
quired under subsection (a) of this section.

(5) For purposes of this subsection:

(A) The term “device user facility'' means a
hospital, ambulatory surgical faciiity, nursing
home, or outpatient treatment facility which
is not a physician’s office. The Secretary may
by reguiation include an outpatient diagnos-
tic facility which is not a physician's office in
such term.

(B) The terms *“serious iiiness’ and ‘'serious
injury” mean illness or injury, respectively,
that—

(1) is life threatening,

(ii) results in permanent impairment of a
body function or permanent damage to a
body structure, or

(iii) necessitates immediate medical or
surgical intervention to preclude permanent
impairment of a body function or perma-
nent damage to a body structure.

TITLE 21-FOOD AND DRUGS

Page 864

(c) Persons exempt

Subsection (a) of this section shali not appiy
to—

(1) any practitioner who is licensed by law
to prescribe or administer devices intended
for use in humans and who manufactures or
imports devices solely for use in the course of
his professional practice;

(2) any person who manufactures or im-
ports devices intended for use in humans
soiely for such person's use in research or
teaching and not for sale (including any
person who uses a device under an exemption
granted under section 360j(g) of this title);
and

(3) any other class of persons as the Secre-
tary may by regulation exempt from subsec-
tion (a) of this section upon a finding that
compiiance with the requirements of such
subsection by such class with respect to a
device is not necessary to (A) assure that a
device is not adulterated or misbranded or (B)
otherwise to assure its safety and effective-
ness.

(d) Certification

Each manufacturer, importer, and distributor
required to make reports under subsection (a)
of this section shaii submit to the Secretary an-
nuaily a statement certifying that— -

(1) the manufacturer, importer, or distribu-
tor did file a certain number of such reports,
or

(2) the manufacturer, importer, or distribu-
tor did not file any report under subsection
(a) of this section.

(e) Device tracking

Every person who registers under section 360
of this title and is engaged in the manufacture
of—

(1) a device the failure of which would be
reasonably likeiy to have serious adverse
health consequences and which is (A) a per-
manently implantable device, or (B) a {ife sus-
taining or life supporting device used outside
a device user faciiity, or

(2) any other device which the Secretary
may designate,

shall adopt a method of device tracking.

(f) Report of removals and corrections

(1) Except as provided in paragraph (2), the
Secretary shali by regulation require a manu-
facturer, importer, or distributor of a device to
report promptiy to the Secretary any correc-
tion or removal of a device undertaken by such
manufacturer, importer, or distributor if the re-
moval or correction was undertaken—

(A) to reduce a risk to health posed by the
device, or
(B) to remedy a violation of this chapter

caused by the device which may present a

risk to health.

A manufacturer, importer, or distributor of a
device who undertakes a correction or removal
of a device which is not required to be reported
under this paragraph shali keep a record of
such correction or removal.
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(2) No report of the corrective action or re-
moval of a device may be required under para-
graph (1) if a report of the corrective action or
removal is required and has been submitted
under subsection (a) of this section.

(3) For purposes of paragraphs (1) and (2),
the terms “correction” and ‘“removal” do not
include routine servicing.

(As amended Nov. 28, 1990, Pub. L. 101-629,
§§ 2(a), 3(aX1), (bX1), 7, 104 Stat. 4511, 4513,
4514, 4520.)

AMENDMENTS

1990—8ubsec. (a)(6). Pub. L. 101-629, § 3(a)(1), added
par. (6).

Subsecs, (b), (¢). Pub. L. 101-628, §2(a), added
subsec, (b) and redesignated former subsec. (b) as (¢),

Subsecs, (d), (e). Pub. L. 101-629, § 3(b)1), added
subsecs, (d) and (e).

Subsec, (f). Pub, L, 101-629, § 7, added subsec, (f).

ErrecTIVE DATE OF 1990 AMENDMENT

Section 2(¢) of Pub, L. 101-629 provided that: “‘Sec-
tion 519(b) of the Federal Food, Drug, and Cosmetic
Act [21 U.S.C. 360i(b)), as added by the amendment
made by subsection (a), shall take effect—

“(1) upon the effective date of regulations promul-
gated under subsection (b) [set out below]), or
‘ *2) upon the expiraticn of 12 months from the

date of the enactment of this Act [Nov. 28, 1990],
whichever occurs first.”

Section 3(a)2) of Pub. L, 101-629 provided that:
“Section 519(a)(6) [21 U.S.C. 360i(a)(68)], as added by
the amendment made by paragraph (1), shall take
effect upon the effective date cf final regulations
under subsection (c¢) [set out below].”

Section 3(b)(3) of Pub. L. 101-628 previded that:
“Section 519(e) [21 U.S.C, 360i(e)], as added by the
amendment made by paragraph (1), shall take effect
upon the effective date of final regulations under sub-
section (c) [set out below]."”

REGULATIONS

Section 2(b) of Pub. L. 101-629 provided that: “The
Secretary of Health and Human Services shall pro-
mulgate regulations to fmplement section 519(b) of
the Federal Food, Drug, and Cosmetic Act [21 U.S.C.
360i(b)], as added by the amendment made by subsec-
tion (a) (including a definition of the summary re-
quired by paragraph (1XC) of such section) not later
than 12 months after the date of enactment of this
Act [Nov. 28, 1890], In promulgating the regulations,
the Secretary shall minlmize the administrative bur-
dens on device user facilitles consistent with the need
to assure adequate information.”

Section 3(c) of Pub. L. 101-629 provided that:

“(1)A) Not later than 9 months after the date of
the enactment of this Act [Nov. 28, 1890], the Secre-
tary of Health and Human Services shall issue pro-
posed regulations—

“(1) to require distributors of devices to establish
and maintain records and to make reports (including
reports required by part 803 of title 21 aof the Code
of Federal Regulations) under section 519(a)(68) of
the Federal Faod, Drug, and Cosmetic Act [21 U.S.C.
360i(a)(8)], and

“(ii) to Implement section 519(e) of such Act.

The Secretary may exempt from regulations described
in clause (i) classes of distributors of class I and class
II devices from whom reports are not necessary for
the protection of the public health.

“(B) Regulations under subparagraph (A) shall—

“¢1) require appropriate methods for maintenance
of records to ensure that patients who receive de-
vices can be provided the notification required by
such Act [this chapter},

“(i1) require that manufacturers adopt effective
methods cf tracking devices,
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“(iil) take into account the position of distributors
in the device distribution process, an

“(iv) include such other requirements as the Secre-
tary deems necessary for the adoption of an effec-
tive user tracking program under section 519(e) of
such Act.

(2) Not later than 18 months after the date of the
enactment of this Act, the Secretary shall issue final
regulations to implement sections 519¢a)(6) and 519(e)
of the Federal Food, Drug, and Cosmetio Act. If the
Secretary does not promulgate such final regulations
upon the expiration of such 18 months, the Congress
finds that there is good cause for the proposed regula-
tions to be considered as the final regulations without
response to comment because the implementation of
sections 519(a)(6) and 519(e) of such Act are essential
to protect the health of patients who use such devices.
Consequently, in such event, the proposed regulations
issued under paragraph (1) shall become final regula-
tions as of the expiration of such 18 months. There
shall be promptly published in the Federal Register
notice of the new status of the proposed regulations.”

INFORMATION C'ONCERNING REPORTING REQUIREMENTS
FGR DEVICE USER FACILITIES

Section 2(d) of Pub, L. 101-620 provided that:
“During the 18-month period beginning on the date of
the enactment of this Act [Nov. 28, 1880], the Secre-
tary of Health and Human Services shall inform
device user facillties (as defined in section 518(b)(5)(A)
of the Federal Food, Drug, and Cosmetic Act [21
U.S.C. 360i(b)(5)(A)]) and manufacturers and distribu-
tors of devices respecting the requirements of section
519(b) af such Act. Additionally, the Secretary, to the
extent practicable, shall provide persons subject to the
requirements of such section assistance in the form of
publications regarding such requirements."”

STUDY OF REPORTING REQUIREMENTS, COMPLIANCE BY
Device USER FACILITIES; ACTIONS BY MANUFACTUR-
ERS; CoST EFFECTIVENESS; RECOMMENDATIONS

Section 2(e) of Pub, L. 101-629 provided that: *Not
more than 36 months after the date of the enactment
of this Act [Nov. 28, 1990, the Camptroller General of
the United States shall conduct a study of—

“(1) the compliance by device user facilities (as de-
fined in section 518(b)}5)(A) of the Federal Food,
Drug, and Cosmetic Act [21 U.8.C. 360i(b)5)(A)])
with the requirements of section 519¢(b) aof such Act,

“(2) the actions taken by the manufacturers of de-
vices in response to reports made to them under
such section,

*(3) the cost effectiveness of such requirements
and their implementation, and

‘(4) any recommendations for improvements to
such requirements.

The Comptroller General shall complete the study
and submit a report on the study not later than 45
months from the date of the enactment of this Act.
The report shall be submitted to the Committee on
Energy and Commerce of the House of Representa-
tives and the Committee on Labor and Human Re-
sources of the Senate and to the Secretary of Health
and Human Services.”

" REPORT T0 CONGRESS ON REPORTING REQUIREMENTS
POR DEVICE USER FACILITIES

Section 2(f) of Pub. L. 101-629 provided that: “Not
later than 36 months after the date of enactment of
this Act [Nov. 28, 1990], the Secretary of Health and
Human Services shall prepare and submit to the ap-
propriate committees of Congress a report that con-
tains an evaluation of the requirements of section
519(b) of the Federal Food, Drug, and Cosmetic Act
{21 U.S.C. 360i(b)1. In preparing the report, the Secre-
tary shall consult with individuals and organizations
with an interest in heaith care and consumer issues.
At a minimum, the report shall contain—
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Y1) an evaluation of the safety benefits of the re-
quirements,’

“(2) an evaluation of the burdens placed on the
Food and Drug Administration and on device user
facilities by the requirements,

*(3) an evaluation of the cost-¢tfectiveness of the
requirements, and

“(4) recommendations for legislative reform.”

SECTION REFERRED TO IN OTHER SECTIONS

This section is referred to in sections 331, 333, 352,
' 360c, 360e, 360g, 360§, 374 of this title.

§360j. General provlsions respecting control of de-
vices Intended for human use

[See main edition for text of (a) and (b)]

(c) Trade secrets

Any information reported to or otherwise ob-
tained by the Secretary or his representative
under section 360c, 360d, 360e, 360f, 360h, 360i,
or 374 of this title or under subsection (f) or (g)
of this section which is exempt from disclosure
pursuant to subsection (a) of section 552 of title
6 by reason of subsection (b)(4) of such section
shall be considered confidential and shall not
be disclosed and may not be used by the Secre-
tary as the basis for the reclassification of a
device from class III to class II or class I or as
the basis for the establishment or amendment
of a performance standard under section 360d
of this title for a device reclassified from class
III to class II, except (1) in accordance with
subsection (h) of this section, and (2) that such
information may be disclosed to other officers
or employees concerned with carrying out this
chapter or when relevant in any proceeding
under this chapter (other than section 360c or
360d of this title).

[See main edition for text of (d) and (e)]

() Good manufacturing practice requlrements

(1)(A) The Secretary may, in accordance with
subparagraph (B), prescribe regulations requir-
ing that the methods used in, and the facilities
and controls used for, the manufacture, pre-
production design validation (including a proc-
ess to assess the performance of a device but
not including an evaluation of the safety or ef-
fectiveness of a device), packing, storage, and
instailation of a device conform to current good
manufacturing practice, as prescribed in such
regulations, to assure that the deviee will be
safe and effective and otherwise in compliance
with this chapter.

[See main edition for text of (B)]

The Secretary shall provide the advisory com-
mittee a reasonable time to make its recommen-
dation with respect to proposed regulations
under subparagraph (A).

[See main edition for text of (2) and (3); (9)])

(h) Release of information respectlng safety and ef-
fectlveness

[See main edition for text of (1) and (2)]

(3) Except as provided in paragraph (4), any
information respecting a device which {s made
available pursuant to paragraph (1) or (2) of
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this subsection (A) may not be used to establish
the safety or effectiveness of another device for
purposes of this chapter by any person other
than the person who submitted the information
so made available, and (B) shall be made avail-
able subject to subsection (¢) of this section.

(4)(A) Any information contained in an appli-
cation for premarket approval filed with the
Secretary pursuant to section 360e(c) of this
title, including clinical and preclinical tests or
studies, but excluding descriptions of methods
of manufacture and product composition, that
demonstrates the safety and effectiveness of a
device shall be available 1 year after the origi-
nal application for the fourth device of a kind
has been approved by the Secretary, for use by
the Secretary in approving devices, or deter-
mining whether a product development proto-
col has been completed, under section 360e of
this title, establishing a performance standard
under section 360d of this title, and reclassify-
ing devices under subsections (e) and (f) of sec-
tion 360c of this title, and subsection (IX2) of
this section. The Secretary shall deem devices
that incorporate the same technologies, have
the same principles of operation, and are in-
tended for the same use or uses to be within a
kind of device.

(B) The Secretary, contemporaneously with
the approval of the fourth device of a kind,
shall publish an order in the Federal Register
identifying the four devices of a kind that have
been approved under section 360e of this title
and the date on which the data contained in
premarket approval applications for the devices
will be available to the Secretary for use, as de-
scribed in subparagraph (A).

(C) The publicly available detalled summaries
of information respecting the safety and effec-
tiveness of devices required by paragraph (1)(A)
shall be availabie for use by the Secretary as
the evidentiary basis for the regulatory action
described in subparagraph (A).

i(D)(l) This paragraph shall become effec-
tive—

(I) on November 15, 1990, for devices for
which four devices of a kind were approved
on or before December 31, 1987, and

(I1) on November 15, 1991, for devices not
described in subclause (1),

(ii) For each device described in clause (i)(I),
the Secretary shall publish a notice in the Fed-
eral Register setting forth the date, which shall
be not earlier than 1 year after the date of the
notice, that data identified in subparagraph (A)
shall be avallable for the use of the Secretary.

(E)X1) Except as provided in clause (i), the ap-
proval date of a device, for purposes of this
paragraph, shall be the date of the letter of the
Secretary to the applicant approving a device
under section 360e of this title and permitting
the applicant to commercially distribute the
device.

(ii) For each device described in subparagraph
(D)XUXII) for which the original application for
a fourth device of a kind is approved by the
Secretary before November 1, 1991, the approv-
al date of the fourth device of a kind shall be
deemed to be November 15, 1991,
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(F") Any challenge to an order under subpara-
graph (B) shall be made not later than 30 days
after the date of the Federal Register notice re-
ferred to in such subparagraph.

(1) Proceedings of advisory panels and committees

Each panel under section 360c of this title
and each advisory committee established under
section 360d(b)(5)X(B) or 360e(g) of this title or
under subsection (f) of this section shall make
and maintain a transcript of any proceeding of
the panel or committee. Each such panel and
committee shall delete from any transcript
made pursuant to this subsection information
which under subsection (c¢) of this section is to
be consldered confidential.

(j) Traceability

Except as provided in section 360i(e) of this
title, no regulation under this chapter may
impose on a type or class of devlce require-
ments for the traceability of such type or class
of device unless such requirements are neces-
sars;t l\:o assure the protection of the public
health. ‘

‘ [See main edition for text of (k)]

(1) Transitional provisions for devices considered as
new drugs or antibiotic drugs

[See main edition for text of (1)1

(2) The Secretary may initiate the reclassifi-
cation of a device classified into class III under
paragraph (1) of this subsection or the manu-
facturer or importer of a device classified under
paragraph (1) may petition the Secretary (in
such form and manner as he shall prescribe)
for the issuance of an order classifying the
device in class I or class II., Within thirty days
of the filing of such a petition, the Secretary
shall notify the petitioner of any deficiencies in
the petition which prevent the Secretary from
making a decision on the petition. Except as
provided in paragraph (3)D)ii), within one
hundred and eighty days after the filing of a
petition under this paragraph, the Secretary
shdll, after consultation with the appropriate
panel under section 360c¢ of this title, by order
either deny the petition or oi'der the classifica-
tion, In accordance with the criteria preseribed
by sectlon 360c(a)(1)(A) of this title or
360c(a)(1)XB) of this title, of the device in class
I or class II.

[See main edition for text of (3) and (4)]

(56X A) Before December 1, 1991, the Secretary
shall by order require manufacturers of devices
described in paragraph (1), which are subject to
revision of classification under subparagraph
(B), to submit to the Secretary a summary of
and citation to any information known or
otherwise available to the manufacturers re-
specting the devices, including adverse safety or
effectiveness information which has not been
submitted under section 360i of this title, The
Secretary may require a manufacturer to
submit the adverse safety or effectiveness data
for which a summary and citation were submit-
ted, if such data are available to the manufac-
turer,

(B) Except as provided in subparagraph (Q),
after the issuance of an order under subpara-
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graph (A) but before December 1, 1992, the Sec-
retary shall publish a regulation in the Federal
Register for each device which is classified in
class ITI under paragraph (1) revising the classi-
fication of the device so that the device is clas-
sified into class I or class II, unless the regula-
tion requires the device to remain. in class III.
In determining whether to revise the classifica-
tion of a device or to require a device to remain
in class III, the Secretary shall apply the crite-
ria set forth In section 360c(a) of this title.
Before the publication of a regulation requiring
a device to remain in class III or revising its
classification, the Secretary shali publish a pro-
posed regulation respecting the classification of
a device under this subparagraph and provide
an opportunity for the submission of comments
on any such regulation. No regulation under
this subparagraph requiring a device to remain
in class III or revising its classification may
take effect before the expiration of 90 days
from the date of the publication in the Federal
Register of the proposed regulation.

(C) The Secretary may by notice published in
the Federal Register extend the period pre-
scribed by subparagraph (B) for a device for an
additional period not to exceed 1 year.

(m) Humanitarian device exemption

(1) To the extent con:istent with the protec-
tion of the public health and safety and with
ethical standards, it is the purpose of this sub-
section to encourage the discovery and use of
devices intended to benefit patients in the
treatment and diagnosis uf diseases or condi-
tions that affect fewer than 4,000 individuals in
the United States.

(2) The Secretary may grant a request for an
exemption from the effectiveness requirements
of sections 360d and 360e of this title for a
device for which the Secretary finds that—

(A) the device is designed to treat or diag-
nose a disease or condition that affects fewer
than 4,000 individuais in the United States,

(B) the device would not be available to a
person with a disease or condition referred to
in subparagraph (A) unless the Secretary
grants such an exemption and there is no
comparable device, other than under this ex-
emption, available to treat or diagnose such
disease or condition, and

(C) the device will not expose patlents to an
unreasonable or significant risk of illness or
injury and the probable benefit to health
from the use of the device outwelghs the risk
of Injury or i{llness from its use, taking into
account the probable risks and benefits of
currently available devices or alternative
forms of treatment.

(3) No person granted an exemption under
paragraph (2) with respect to a device may sell
the device for an amount that exceeds the costs
ol research and development, fabrication, and
distribution of the device.

(4) Devices granted an exemption under para-
graph (2) may oniy be used—

(A) in faciiities that have established, in ac-

cordance with regulations of the Secretary, a

local institutional review committee to super-
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vise clinical testing of devices in the facilities,
and
(B) if, before the use of a device, an institu-
tional review committee approves the use in
the treatment or diagnosis of a disease or con-
v dition referred to in paragraph (2)XA).

(5) An exemption under paragraph (2) shall
be for a term of 18 months and may only be Ini-
“tially granted in the 5-year period beginning on
the date regulations under paragraph (8) take
effect. The Secretary may extend such an ex-
emption for a period of 18 months if the Secre-
tary is able to make the findings set forth in
paragraph (2) and if the applicant supplies in-
formation demonstrating compliance with para-
graph (3). An exemption may be extended more
than once and may be extended after the expi-
ration of such 5-year period.

(6) Within one year of November 28, 1990, the
Secretary shall issue regulations to implement
this subsection.

(As amended Nov. 28, 1990, Pub. L. 101-629,
§8 3(b)(2), 4(bX2), 5(c)X2), 6(b)}2), 11, 14(a),
18(e), (f), 104 Stat. 4514, 4516, 4518, 4519, 4522,
4524, 4529.)

AMENDMENTS

1890—Subsec. (c). Pub, L. 101-629, § 11(1), substitut-
ed “from class III to class II or class I" for “under sec-
tion 360c of this title from class III to class II" and in-
serted “(1) in accordance with subsection (h) of this
section, and (2)" after ‘‘except”.

Subsec, (£)(1)(A). Pub. I.. 101-629, § 18(e), inserted
“pre-production design valldation (including a process
Lo assess the performance of a device but not including
an evaluation of the safety or effectiveness of a
device),” after “‘manufacture,".

Subsec. (h)3). Pub. L. 101-629, § 11(2)(A), substitut-
ed “Except as provided in paragraph (4), any"” for

“An 0

Subsec. (h)(4). Pub. L. 101-629, § 11(2)(B), added par.
4) :

Subsec. (i). Pub. L. 101-629, § 6(b)(2), substituted
“section 360d(b)(5)(B)" for “‘section 360d(g)(5)(B)".

Subsec. (§). Pub. L. 101-629, §3(b)(2), substituted
“Except as provided in section 360i(e) of this title, no”
for “No", .

Subsec. (1)(2), Pub. L. 101-629, §18(f), struck out
“and after affording the petitioner an opportunity for
an informal hearing" after “under this paragraph”.

Pub. L. 101-629, § 5(c)(2), substituted “The Secretary
may initiate the reclassification of a device classified
into class III under paragraph (1) of this subsection or
the manufacturer” for “The manufacturer”.

Subsec. (I)(§). Pub. L. 101-628, § 4(b)2), added par.
(6).

Subsec. (m). Pub. L. 101-629, § 14(a), added subsec.
(m).

- EFFECTIVE DATE OF 1950 AMENDMENT

Section 14(b) of Pub. L. 101-628 provided that: “Sub-
section (m) of section 520 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 360j(m)), as added by the
amendment made by subsection (a), shall take erfect
on the effective date of the regulations issued by the
Secretary under paragraph (8) of such subsection.”

REPORT oN HUMANITARIAN DEVICE EXEMPTIONS

Section 14(c) of Pub. L. 101-628 provided that:
“Within 4 years after the issuance of regulations
under section 520(m)(6) of the Federal Food, Drug,
and Cosmetic Act [21 U.S.C. 360j(m)(8)], as added by
the amendment made by subsection (a), the Secretary
of Health and Human Services shall report to the
Congress (1) on the types of devices exempted under
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such section, (2) an evaluation of the effects of such
section, and (3) a recommendation on extenslon of the
section.”

REFERENCES IN OTHER LAWS To GS-16, 17, oR 18 Pay
RATES

References in laws to the rates of pay for GS-186, 17,
or 18, or to maximum rates of pay under the General
Schedule, to be considered references to rates payable
under specified sections of Title §, Government Orga-
nization and Employees, see section 5§20 ([title I,
§ 101(c)(1)] of Pub. L. 101-509, set out in a note under
section 5376 of Title 5.

SEeCTION REFERRED TO IN OTHER SECTIONS

This section is referred to in sections 331, 333, 351,
362, 353, 360c, 360d, 360e, 360g, 3601, 374, 381, 383 of
this title.

§ 3601, Postmarket surveillance

(a) In generai
(1) Required surveillance

The Secretary shall require a manufacturer
to conduct postmarket surveillance for any
device of the manufacturer first introduced
or delivered for introduction into interstate
commerce after January 1, 1991, that—

(A) Is a permanent implant the faflure of
which may cause serious, adverse health
consequences or death,

(B) is intended for a use in supporting or
sustaining human life, or

(C) potentially presents a serious risk to
human health.

(2) Discretionary surveillance

The Secretary may require a manufacturer
to conduct postmarket surveillance for ‘a
device of the manufacturer if the Secretary
determines that postmarket surveillance of
the device is necessary to protect the public
health or to provide safety or effectiveness
data for the device.

(b) Surveiliance approval

Each manufacturer required to conduct a sur-
veillance of a device under subsection (a) of this
section shall, within 30 days of the first intro-
duction or delivery for introduction of such
device into interstate commerce submit, for the
approval of the Secretary, a protocol for.the re-
quired surveillance. The Secretary, within 60
days of the receipt of such protocol, shall deter-
mine if the principal investigator proposed to
be used in the surveiliance has sufficient quali-
fications and experience to conduct such sur-
veillance and if such protocol will result in col-
lection of useful data or other information nec-
essary to protect the public health and to pro-
vide safety and effectiveness information for
the device. The Secretary may not approve
such a protocol until it has been reviewed by an
appropriately qualified scientific and technical
review committee established by the Secretary.

(June 25, 1938, ch. 675, § 522, as added Nov. 28,
1990, Pub. L. 101-629, § 10, 104 Stat. 4521.)
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PART B—DRUGS FOR RARE DISEASES OR
CONDITIONS

§ 360ee. Grants and contracts for development of
drugs for rare diseases and conditions

SECTION REFERRED TO IN OTHER SECTIONS

This section Is referred to in section 343 of this title;
title 42 section 236.

PART C—ELECTRONIC PRODUCT RADIATION
CONTROL

CODIFICATION

This part was classified to subpart 3 (§ 263b et seq.)
of part F of subchapter II of chapter 6A of Title 42,
The Public Health and Welfare, prior to its renumber-
ing by Pub. L. 101-628, § 18(a)4), Nov. 28, 19890, 104
Stat. 4530,

PART REFERRED TO IN OTHER SECTIONS
This part is referred to in title 15 section 2080,

§ 360gg. Repealed. Pub. L. 101-629, § 19(a)(3), Nov. 28,
1990, 104 Stat. 4530

Section, act June 25, 1838, ch. 6875, §530, formerly
act July 1, 1944, ch. 373, title 111, § 354, as added Oct,
18, 1866, Pub. L. 80-602, § 2(3), 82 Stat. 1173; renum-
bered § 530 of act June 25, 1938, and amended Nov. 28,
1980, Pub, L. 101-629, § 18(a)X1)X(B), (4), 104 Stat. 4529,
4530, set forth Congressional declaration of purpose.

Section was classified to section 263b of Title 42,
The Public Health and Welfare, prior to renumbering
by Pub. L. 101-828,

8 360hh. Definitions

As used in this part—
(1) the term “electronic product radiation”
means—
(A) any ionizing or non-ionizing electro-
magnetic or particulate radiation, or
(B) any sonic, infrasonic, or ultrasonic
wave, which is emitted from an electronic
product as the result of the operation of an
electronic circuit in such product;

(2) the term "'electronic product” means (A)
any manufactured or assembled product
which, when in operation, (i) contains or acts
as part of an electronic circuit and (ii) emits
(or in the absence of effective shielding or
other controls would emit) electronic product
radiation, or (B) any manufactured or assem-
bled article which is intended for use as a
component, part, or accessory of a product de-
scribed in clause (A) and which when in oper-
ation emlts (or in the absence of effective
shielding or other controls would emit) such
radiation;

(3) the term ‘“manufacturer” means any
person engaged in the business of manufac-
turing, assembling, or importing of electronic
products;

(4) the term ‘‘commerce’” means (A) com-
merce between any place in any State and
any place outside thereof; and (B) commerce
wholly within the Dlstrict of Columbia; and

(5) the term “State” includes the District of
Columbia, the Commonwealth of Puerto
Rico, the Northern Mariana Islands, the
Virgin Islands, Guam, and American Samoa.

(June 25, 1938, ch. 675, § 631, formerly act July
1, 1944, ch. 373, title 111, § 531, formerly § 3565,
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as added Oct. 18, 1968, Pub. L. 90-602, § 2(3), 82
Stat. 1174, and amended Oct. 12, 1976, Pub. L.
94-484, title IX, § 905(b)(1), 90 Stat. 2325; re-
numbered § 531 and amended Nov. 28, 1990,
Pub. L. 101-629, § 19(a)(1)X(B), (3), (4), 104 Stat,
4529, 4530.)

CODIFICATION

Section was classified to section 263c of Title 42, The
Public Health and Welfare, prior to renumbering by
Pub. L. 101-629,

AMENDMENTS

1880—Pub. L. 101-628, §18(a)3), (4), renumbered
section 263¢ of Title 42, The Public Health and Wel-
fare, as this section.

Pub. L. 101-628, § 18(a)1)B), substituted “this part"”
for “this subpart” in introductory provisions.

1876—Par. (5). Pub, L. 84-464 defined “State"” to in-
clude Northern Mariana Islands,

SHORT TITLE

For short title of Pub. L. 90-602, which enacted pro-
visions now comprising this part (§§ 360gg to 360ss), as
the “Radiaition Control for Health and Safety Act of
1968, see section 1 of Pub. L. 80-602, set out as a
Short Title of 1968 Amendments note under section
301 of this title,

TRANSFER OF SUBPART, CONSTRUCTION

Section 18(c) of Pub, L. 101-629 provided that: “The
transfer of subpart 3 of part F of title III of the Public
Health Service Act (42 U.8.C. 263b et seq.] to the Fed-
eral Food, Drug, and Cosmetic Act [this chapter] does
not change the application of the requirements of
such subpart and such Act to electronic products
which were in effect on the date of the enactment of
this Act (Nov. 28, 18801.”

DEFINITION OF “SECRETARY" AND '‘DEPARTMENT"’

Section 3 of Pub. L. 90-602, as amended Pub. L.
96-86, title V, § 509(b), Oct. 17, 1879, 93 Stat, 695, pro-
vided that: ‘“As used in the amendments made by sec-
tion 2 of this Act (enacting provisions now comprising
sections 360gg to 360ss of this titlel, except when
otherwise specified, the term ‘Secretary’ means the
Secretary of Health and Human Services, and the
term ‘Department’' means the Department of Health
and Human Services."”

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Section 4 of Pub. L. 80-602 provided that: “The
amendments made by section 2 of this Act (enacting
provisions naw comprising sections 360gg to 360ss of
this title] shall not be construed as superseding or lim-
iting the functions, under any other provision of iaw,
of any officer or agency of the United States.”

SECTION REFERRED TO IN OTHER SECTIONS

This section is referred to in section 380kk of this
title; title 15 section 2080.

§ 360ii. Program of control

(a) Establishment

The Secretary shall establish and carry out
an electronic product radiation control program
designed to protect the public health and
safety from electronic product radiation. As a
part of such program, he shall—

(1) pursuant to section 360kk of this title,
develop and administer performance stand-
ards for electronic products;

(2) plan, conduct, coordinate, and support
research, development, training, and oper-
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ational actlvitles to minimize the emissions of
and the exposure of people to, unnecessary
electronic product radiation;

(3) maintain liaison with and receive infor-
mation from other Federal and State depart-
ments and agencies with related interests,
professional organizations, industry, industry
and labor associations, and other organiza-
tions on present and future potential elec-
tronic product radiation;

(4) study and evaluate emissions of, and
conditions of exposure to, electronic product
radiation and intense magnetic fields;

(5) develop, test, and evaluate the effective-
ness of procedures and techniques for mini-
mizing exposure to electronic product radi-
ation; and

(8) consult and maintain liaison with the
Secretary of Commerce, the Secretary of De-
fense, the Secretary of Labor, the Atomic
Energy Commission, and other appropriate
Federal departments and agencies on (A)
techniques, equipment, and programs for test-
ing and evaluating electronic product radi-
ation, and (B) the development of perform-
ance standards pursuant to section 360kk of
this title to control such radiation emissions.

(b) Powers of Secretary

In carrying out the purposes of subsection (a)
of this section, the Secretary is authorized to—
(1)(A) collect and make available, through
publications and other appropriate means,
the resuits of, and other information concern-
ing, research and studies relating to the
nature and extent of the hazards and control
of electronic product radiation; and (B) make
such recommendations relating to such haz-
ards and control as he considers appropriate;
(2) make grants to public and private agen-
cies, organizations, and institutions, and to in-
dividuals for the purposes stated in para-
graphs (2), (4), and (6) of subsection (a) of
this section;

(3) contract with public or private agencies,
institutions, and organizations, and with indi-
viduals, without regard to section 3324 of title
31 and section 5 of title 41: and

(4) procure (by negotiation or otherwise)
electronic products for research and testing
purposes, and sell or otherwise dispose of
such products.

(c) Record keeping

(1) Each recipient of assistance under this
part pursuant to grants or contracts entered
into under other than competitive bidding pro-
cedures shall keep such records as the Secre-
tary shall prescribe, including records which
fully disclose the amount and disposition by
such recipient of the proceeds of such assist-
ance, the total cost of the project or undertak-
ing in connection with which such assistance is
given or used, and the amount of that portion
of the cost of the project or undertaking sup-
plied by other sources, and such other records
as will facilitate an effective audit.

(2) The Secretary and the Comptroller Gen-
eral of the United States, or any of their duly
authorized representatives, shall have access
for the purpose of audit and examination to
any books, documents, papers, and records of
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the recipients that are pertinent to the grants
or contracts entered into under this part under
other than competitive bidding procedures.

(June 25, 1938, ch. 675, § 532, formerly act July
1, 1944, ch. 373, title 111, § 632, formerly § 356,
as added Oct. 18, 1968, Pub. L. 90-602, § 2(3), 82
Stat. 1174, and renumbered § 532 and amended
Nov. 28, 1990, Pub. L. 101-829, §18(a)(1)XB),
(2)(A), (3), (4), 104 Stat. 4529, 4530.)

CODIFICATION

Section was classifled to sectfon 263d of Title 42,
The Pubiic Health and Welfare, prior to renumbering
by Pub. L. 101-629.

AMENDMENTS

1990—Pub. L. 101-629, § 19(a)3), (4), renumbered
section 263d of Titie 42, The Public Heaith and Wel-
fare, as this sectfon.

Subsec. (a)X1), (6). Pub. L, 101-629, § 19(aX2)(AX{),
substituted “section 360kk" for “‘section 263f".

Subsec. (b)(3). Pub, L. 101-629, § 19¢a)2) AX1), sub.
stituted reference to section 3324 of title 31 for refer-
ence to section 3648 of the Revised Statutes (31 U.S.C.
629),

Subsec. (¢)(1), (2), Pub, L, 101-629, § 18¢a)(1X(B), sub-
stituted "“this part” for “this subpart’,

TRANSFER OF F'UNCTIONS

Atomic Energy Commission abolished and functions
transferred by sections 5814 and 5841 of Title 42, The
Public Health and Welfare. See also Transfer of Fune-
tions notes set out under those sections,

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Enactment of this section not to be construed to su-
persede or limit the functions under any other provi.
slon of law or any officer or agency of the United
States, see section 4 of Pub. L. 80-602, set out as a note
under section 360hh of this title.

§ 360jj. Studies by Secretary

(a) Report to Congress

The Secretary shall conduct the following
studies, and shall make a report or reports of
the results of such studies to the Congress on
or before January 1, 1970, and from time to
time thereafter as he may find necessary, to-
gether with such recommendations for legisla-
tion as he may deem appropriate:

(1) A study of present State and Federal con-
trol of health hazards from electronic product
radiation and other types of ionizing radiation,
which study shall include, but not be limited
to—

(A) control of health hazards from radioac-
tive materials other than materials regulated
under the Atomic Energy Act of 1954 [42
U.S.C. 2011 et seq.]);

(B) any gaps and inconsistencies in present
controls;

(C) the need for controlling the sale of cer-
tain used electronic products, particularly an-
tiquated X-ray equipment, without upgrading
such products to meet the standards for new
products or separate standards for used prod-
ucts;

(D) measures to assure consistent and effec-
tive controi of the aforementioned health
hazards;

(E) measures to strengthen radiological
health programs of State governments; and
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(F) the feasibility of authorizing the Secre-
tary to enter into arrangements with individ-
uaf States or groups of States to define their
respective functions and responsibilities for
the control of electronic product radiation
and other fonizing radiation;

(2) A study to determine the necessity for the
development of standards for the use of non-
medical electronic products for commercial and
industrial purposes; and

(3) A study of the development of practicable
procedures for the detection and measurement
of electronic product radiation which may be
emitted from electronic products manufactured
or imported prior to the effective date of any
applicable standard established pursuant to
this part.

(b) Particlpation of other Federal agencies

In carrying out these studies, the Secretary
shall invite the participation of other Federal
departments and agencies having related re-
sponsibilities and interests, State govern-
ments—particuiarly those of States which regu-
late radioactive materials under section 274 of
the Atomic Energy Act of 1954, as amended [42
U.S.C. 2021], and interested professional, labor,
and industrial organizations. Upon request
from congressional committees interested in
these studies, the Secretary shall keep these
committees currently informed as to the
progress of the studies and shaii permit the
committees to send observers to meetings of the
study groups.

(¢) Organization of studles and partlcipation

The Secretary or his designee shall organize
the studies and the participation of the invited
participants as he deems best. Any dissent from
the findings and recommendations of the Secre-
tary shall be included in the report if so re-
quested by the dissenter.

(June 25, 1938, ch. 875, § 533, formerly act July
1, 1944, ch. 373, title III, § 533, formerly § 357,
as added Oct. 18, 1968, Pub. L. 90-602, § 2(3), 82
Stat. 1176, and renumbered § 533 and amended
Nov, 28, 1990, Pub. L. 101-629, § 19(a)1)XB), (3),
(4), 104 Stat. 4529, 4530.)

REFERENCES IN TEXT

The Atomic Energy Act of 1954, referred to In
subsec, (a)(1)(A), is act Aug, 30, 1954, ch. 1073, § 1, 68
Stat. 921, as amended, which §s classified generally to
chapter 23 (§2011 et seq.) of Title 42, The Public
Health and Welfare. For complete classification of
this Act to the Code, see Short Title note set out
under sectlon 2011 of Titie 42 and Tables.

CODIFICATION

Section was classified to section 263e of Title 42, The
Public Health and Welfare, prior to renumbering by
Pub, L. 101-629,

AMENDMENTS

1980—Pub. L. 101-629, §19(a)}3), (4), renumbered
section 263e of Title 42, The Public Health and Wel-
fare, as this section.

Subsec. (a)(3). Pub. L. 101-629, § 18¢(a)(1)(B), substi-
tuted “this part” for *‘this subpart”,

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Enactment of this section not to be censtrued tc su-
persede or limit the functions under any other provi-
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slon of law of any officer or agency of the United
States, see section 4 of Pub, L. 80-602, set out as a note
under section 360hh of this title.

§ 360kk. Performance standards for electronlc prod-
ucts

(a) Promulgatlon of regulations

(1) The Secretary shall by regulation pre-
scribe verformance standards for electronic
products to control the emission of electronic
product radiation from such products if he de-
termines that such standards are necessary for
the protection of the pubiic health and safety.
Such standards may include provisions for the
testing of such products and the measurement
of their electronic product radiation emissions,
may require the attachment of warning signs
and labels, and may require the provision of in-
structions for the installation, operation, and
use of such products. Such standards may be
prescribed from time to time whenever such de-
terminations are made, but the first of such
standards shall be prescribed prior to January
1, 1970. In the deveiopment of such standards,
the Secretary shall consult with Federal and
State departments and agencies having related
responsibilities or interests and with appropri-
ate professional organizations and interested
persons, inciuding representatives of industries
and labor organizations which would be affect-
ed by such standards, and shall give consider-
ation to—

(A) the latest available scientific and medi-
cal data in the fieid of electronic product ra-
diation;

(B) the standards currently recommended
by (i) other Federal agencies having responsi-
biiities relating to the control and measure-
ment of electronic product radiation, and (ii)
public or private groups having an expertise
in the field of electronic product radiation;

(C) the reasonableness and technical feasi-
bility of such standards as applied to a par-
ticular electronic product;

(D) the adaptability of such standards to
the need for uniformity and reiiability of test-
lngd and measuring procedures and equipment;
an

(E) in the case of a component, or accessory
described in paragraph (2)B) of section
360hh of this title, the performance of such
article in the manufactured or assembled
product for which it is designed.

(2) The Secretary may prescribe different and
individual performance standards, to the extent
appropriate and feasible, for different electron-
ic products so as to recognize their different op-
erating characteristics and uses.

(3) The performance standards prescribed
under this section shall not apply to any elec-
tronic product which is intended solely for
export i{f (A) such product and the outside of
any shipping container used in: the export of
such product are labeled or tagged to show that
such product i{s intended for export, and (B)
such product meets all the applicable require-
ments of the country to which such product is
intended for export.
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(4) The Secretary may by regulation amend

or revoke any performance standard prescribed
.under thls section.

(6) The Secretary may exempt from the pro-
visions of this section any electronic product in-
tended for use by departments or agencies of
the United States provided such department or
agency has prescribed procurement specifica-
tions governing emissions of electronic product
radiation and provided further that such prod-
uct is of a type used solely or predominantly by
departments or-agencies of the United States.

(b) Administrative procedure

The provisions of subchapter II of chapter 5
of title 5 (relating to the administrative proce-
dure for rulemaking), and of chapter 7 of title 5
(relating to judicial review), shall apply with re-
spect to any regulation prescribing, amending,
.or r;evoking any standard prescribed under this
section.

(c) Publication in Federai Register

Each regulation prescribing, amending, or re-
voking a standard shall specify the date on
which it shall take effect which, in the case of
any regulation prescribing, or amending any
standard, may not be sooner than one year or
not later than two years after the date on
which such regulation is issued, unless the Sec-
retary finds, for good cause shown, that an ear-
lier or later effective date is in the public inter-
est and publishes in the Federal Register his
reason for such finding, in which case such ear-
lier or later date shall apply.

(d) Judicial review

(1) In a case of actual controversy as to the
validity of any regulation issued under this sec-
tion prescribing, amending, or revoking a per-
formance standard, any person who will be ad-
versely affected by such regulation when it is
effective may at any time prior to the sixtieth
day after such regulation is issued file a peti-
tion with the United States court of appeals for
the circuit wherein such person resides or has
his principal place of business, for a judicial
review of such regulation. A copy of the peti-
tion shall be forthwith transmitted by the clerk
of the court to the Secretary or other officer
designated by him for that purpose., The Secre-
tary thereupon shall file in the court the record
of the proceedings on which the Secretary
based the regulation, as provided in section
2112 of title 28,

(2) If the petitioner applies to the court for
leave to adduce additional evidence, and shows
to the satisfaction of the court that such addi-
tionai evidence is material and that there were
reasonable grounds for the failure to adduce
such evidence in the proceeding before the Sec-
retary, the court may order such additional evi-
dence (and evidence in rebuttal thereof) to be
taken before the Secretary, and to be adduced
upon the hearing, in such manner and upon
such terms and conditions as to the court may
seem proper. The Secretary may modify his
findings, or make new findings, by reason of
the additional evidence so taken, and he shall
file such modified or new findings, and his rec-
ommendations, if any, for the modification or
setting aside of his original regulation, with the
return of such additional evidence.

TITLE 21--FOOD AND DRUGS

Page 872

(3) Upon the filing of the petition referred to
in paragraph (1) of this subsection, the court
shall have jurisdiction to review the regulation
in accordance with chapter 7 of title 5 and to
grant appropriate relief as provided in such
chapter.

(4) The judgment of the court affirming or
setting aside, in whole or in part, any such reg-
ulation of the Secretary shall be final, subject
to review by the Supreme Court of the United
States upon certiorari or certification as provid-
ed in sectlon 1254 of title 28,

(6) Any action instituted under this subsec-
tion shall survive, notwithstanding any change
in the person occupying the office of Secretary
or any vacancy in such office.

(6) The remedies provided for in this subsec-
tion shall be in addition to and not substitution
for any other remedies provided by law,

(e) Availability of record

A certified copy of the transcript of the
record and administrative proceedings under
this section shall be furnished by the Secretary
to any interested party at his request, and pay-
ment of the costs thereof, and shall be admissi-
ble in any criminal, exclusion of imports, or
other proceeding arising under or in respect of
this part irrespective of whether proceedings
with respect to the regulation have previously
been initiated or become final under this sec-
tion,

(f) Technical Electronic Product Radiation Safety
Standards Committee

(1)(A) The Secretary shall establish a Techni-
cal Electronic Product Radiation Safety Stand-
ards Committee (hereafter in this part referred
to as the “Committee’”) which he shall consult
before prescribing any standard under this sec-
tion. The Committee shall be appointed by the
Secretary, after consultation with public and
private agencies concerned with the technical
aspect of electronic product radiation safety,
and shall be composed of fifteen members each
of whom shall be technically qualified by train-
ing and experience in one or more fields of sci-
ence or engineering applicable to electronic
product radiation safety, as follows:

(1) Five members shall be selected from gov-
ernmental agencies, including State and Fed-
eral Governments;

(i1) Five members shall be selected from the
affected industries after consultation with in-
dustry representatives; and

(iii) Five members shall be selected from
the general public, of which at least one shall
be a representative of organized labor,

(B) The Committee may propose electronic
product radiation safety standards to the Secre-
tary for his consideration, All proceedings of
the Committee shall be recorded and the record
of each such proceeding shall be available for
public inspection,

(2) Payments to members of the Committee
who are not officers or employees of the United
States pursuant to subsection (c¢) of section 210
of title 42! shall not render members of the

! See References in Text note below,
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Committee officers or employees of the United
States for any purpose.

(g) Review and evaiuation

The Secretary shall review and evaluate on a
continuing basis testing programs carried out
by-industry to assure the:adequacy of safe-
guards against hazardous electronic product ra-
diation and to assure that electronic products
comiply with standards prescribed under this
section.

(h) Product certification

Every manufacturer of an electronic product
to which is applicable a standard in effect
under this section shall furnish to the distribu-
tor or dealer at the time of delivery of such
product, in the form of a label or tag perma-
nently affixed to such product or in such
manner as approved by the Secretary, the certi-
fication that such product conforms to all ap-
plicable standards under this section. Such cer-
tification shall be based upon a test, in accord-
ance with such standard, of the indlvidual arti-
‘cle to which it is attached or upon a testing pro-
gram which is in accord with good manufactur-
ing practice and which has not been disap-
proved by the Secretary (in such manner as he
shall prescribe by regulation) on the grounds
that it does not assure the adequacy of safe-
guards against hazardous electronic product ra-
diation or that it does not assure that electron-
fc products comply with the standards pre-
scribed under this section.

(June 25, 1938, ch. 875, § 534, formerly act July
1, 1944, ch. 373, title I1I, § 534, formerly § 358,
as added Oct. 18, 1968, Pub. L. 90-602, § 2(3), 82
Stat. 1177, and amended Oct. 30, 1970, Pub, L.
91-515, title VI, § 601(b)(2), (3), 84 Stat. I311;
renumbered § 534 and amended Nov. 28, 1990,
Pub. L. 101-629, § 19(a)(1XB), (2)(B), (3), (4),
104 Stat. 4529, 4530.)

REFERENCES IN TEXT

Section 210 of title 42, referred to in subsec, ()(2),
was in the original “section 208 of this Act" and has
been translated as reading ‘‘section 208 of the Public
Health Service Act” to reflect the probable intent of
Congress and the transfer of this section from the
Public Health Service Act by Pub. L. 101-629.

CODIFICATION

Section was classified to section 263f of Title 42, The
Public Health and Welfare, prior to renumbering by
Pub. L. 101-629,

AMENDMENTS

1990—Pub. L, 101-628, §18(a)X3), (4), renumbered
section 263f of Title 42, The Public Health and Wel-
fare, as this section,

Subsec. (8)(1XE). Pub. L. 101-629, § 18(a)(2)(B), sub-
stituted “section 360hh" for “section 283c’".

Subsecs. (e), ({)(1)(A). Pub, L. 101-628, § 19(a)(1)(B),
substituted “this part'’ for *‘this subpart”.

1970—Subsec, (£)(2). Pub, L. 91-515 struck out provi-
sions related to payment of compensation and travel
expenses of members of the Committee who are not
officers or employees of the United States, and substi-
tuted “to members of the Committee who are not offi-
cers or employees of the United States pursuant to
subsection (¢) of section 210 of title 42" for ‘‘under
this subsection”.
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NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Enactment of this section not to be construed to su-
persede or limit the functions under any other provi-
sion of law of any officer or agency of the United
States, see section 4 of Pub, L. 80-602, set out as a note
under sectior. 360hh of this title.

SECTION REFERRED TO IN OTHER SECTIONS

This section is referred to in sections 3601f, 3601,
360mm, 360nn, 36000, 360pp, 360ss of this title.

§ 36011, Notification of defects in and repair or re-
placement of electronic products

(a) Notification; exemption

(1) Every manufacturer of electronic products
who discovers that an electronic product pro-
duced, assembled, or imported by him has a
defect which relates to the safety of use of such
product by reason of the emission of electronic
product radiation, or that an electronic product
produced, assembled, or imported by him on or
after the effective date of an applicable stand-
ard prescribed pursuant to section 360kk of this
title fails to comply with such standard, shall
immediately notify the Secretary of such defect
or failure to comply if such product has left the
place of manufacture and shall (except as au-
thorized by paragraph (2)) with reasonable
promptness furnish notification of such defect
or failure to the persons (where known to the
manufacturer) specified in subsection (b) of
this section.

(2) If, in the opinion of such manufacturer,
the defect or fallure to comply is not-such as to
create a significant risk of injury, including ge-
netic injury, to any person, he may, at the time
of giving notice to the Secretary of such defect
or failure to comply, apply to the Secretary for
an exemption from the requirement of notice
to the persons specified in subsection (b) of this
section. If such application states reasonable
grounds for such exemption, the Secretary
shall afford such manufacturer an opportunity
to present his views and evidence in support of
the application, the burden of proof being on
the manufacturer. If, after such presentation,
the Secretary is satisfied that such defect or
failure to comply is not such as to create a sig-
nificant risk of injury, including genetic injury,
to any person, he shall exempt such manufac-
turer from the requirement of notice to the
persons specified in subsection (b) of this sec-
tion and from the requirements of repair or re-
pilacement lmposed by subsection (f) of this sec-
tion

(b) Metbod of notification

The notification (other than to the Secre-
tary) required by paragraph (1) of subsection
(a) of this section shall be accomplished—

(1) by certified malil to the first purchaser
of such product for purposes other than
resale, and to any subsequent transferee of
such product; and

(2) by certified mail or other more expedi-
tious means to the dealers or distributors of
such manufacturer to whom such product
was delivered.
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(c) Requisite eiements of notification

"~ The- notifications required by paragraph (1)
of subsection (a) of this section shall contain a
clear description of such defect or failure to
comply with an applicable standard, an evaiua-
tion of the hazard reasonably related to such
defect or failure to comply, and a statement of
the measures to be taken to repair such defect.
In the case of a notification to a person re-
ferred to in subsection (b) of this section, the
notification shall also advise the person of his
rights under subsection (f) of this section.

(d) Copies to Secretary of communications by manu-
facturers to dealers or distributors regarding de-
fects

Every manufacturer of electronic products
shall furnish to the Secretary a true or repre-
sentative copy of all notices, bulletins, and
other communications to the dealers or distrib-
utors of such manufacturer or to purchasers (or
subsequent transferees) of electronic products
of such manufacturer regarding any such
defect in such product or any such failure to
comply with a standard applicable to such
product. The Secretary shall disclose to the
public so much of the information contained in
such notice or other information obtained
under section 360nn of this title as he deems
will assist in carrying out the purposes of this
part, but he shall not disclose any information
which contains or relates to a trade secret or
other matter referred to in section 1905 of title
18 unless he determines that it is necessary to
carry out the purposes of this part.

(e) Notice from Secretary to manufacturer of defects
or faiiure to comply with standards

If through testing, inspection, investigation,
or research carried out pursuant to this part, or
examination of reports submitted pursuant to
section 360nn of this title, or otherwise, the
Secretary determines that any electronic prod-
uct—

(1) does not comply with sn applicable
standard prescribed pursuant to section 360kk
of this title; or

(2) contains a defect which relates to the
safety of use of such product by reason of the
emission of electronic product radiation;

he shall immediately notify the manufacturer
of such product of such defect or faiiure to
comply. The notice shail contain the findings
of the Secretary and shall include all informa-
tion upon which the findings are based. The
Secretary shall afford such manufacturer an
opportunity to present his views and evidence
in support thereof, to establish that there is no
failure of compliance or that the alleged defect
does not exist or does not relate to safety of use
of the product by reason of the emission of
such radiation hazard. If after such presenta-
tion by the manufacturer the Secretary deter-
mines that such product does not comply with
an applicable standard prescribed pursuant to
section 360kk of this title, or that it contains a
defect which relates to the safety of use of such
product by reason of the emission of electronic
product radiation, the Secretary shall direct
the manufacturer to furnish the notification
specified in subsection (¢) of this section to the
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persons specified in paragraphs (1) and (2) of
subsection (b) of this section (where known to
the manufacturer), unless the manufacturer
has applied for an exemption from the require-
ment of such notification on the ground speci-
fied in paragraph (2) of subsection (a) of this
section and the Secretary is satisfied that such
noncompliance or defect is not such as to create
a significant risk of injury, including genetic
injury, to any person.

(f) Correction of defects

If any electronic product is found under sub-
section (a) or (e) of this section to faii to
comply with an applicable standard prescribed
under this part or to have a defect which re-
lates to the safety of use of such product, and
the notification specified in subsection (¢) of
this section is required to be furnished on ac-
count of such failure or defect, the manufactur-
er of such product shall (1) without charge,
bring such product into conformity with such
standard or remedy such defect and provide re-
imbursement for any expenses for transporta-
tion of such product incurred in connection
with having such product brought into con-
formity or having such defect remedied, (2) re-
place such product with a like or equivalent
product which complies with each applicable
standard prescribed under this part and which
has no defect relating to the safety of its use, or
(3) make a refund of the cost of such product.
The manufacturer shall take the action re-
quired by this subsection in such manner, and
with respect to such persons, as the Secretary
by regulations shall prescribe.

(g) Effective date

This section shall not apply to any eiectronic
product that was manufactured before October
18, 1968.

(June 25, 1938, ch. 675, § 535, formerly act July
1, 1944, ch, 373, title III, § 535, formeriy § 359,
as added Oct. 18, 1968, Pub. L. 90-602, § 2(3), 82
Stat. 1180, and renumbered § 535 and amended
Nov. 28, 1990, Pub. L. 101-629, § 19(a)(1XB),
(2)C), (3), (4), 104 Stat. 4529, 4530.)

CODIFICATION

Seetion was classified to section 263g of Title 42, The
Public Health and Welfare, prlor to renumbering by
Pub. L. 101-629,

AMENDMENTS

1990—Pub, L. 101-629, §19(a)3), (4), renumbered
section 263g of Title 42, The Public Health and Wel-
fare, as this section.

Subsec. (aX1), Pub. L. 101-629, § 19(a)(2)(CX1), sub-
stituted “‘section 360kk” for “seetion 263{".

Subsec. (d). Pub. L. 101-629, § 19(a}(1)X(B), (2XC)iD),
substituted “section 360nn" for “section 263" and
“this part” for “this subpart” in two places.

Subsec. (e). Pub. L., 101-628, §19(a)}1)(B), (2XC),
substituted “this part” for “this subpart” and “section
360nn” for “section 263i” in introductory provisions
and ‘'section 360kk” for “section 263f" in par. (1) and
concluding provisions.

Subsec. (f). Pub. L. 101-629, § 18(a)(1)X(B), substitut-
ed “this part” for “this subpart” in two places.

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Enactment of this section not to be construed to su-
persede or limit the functions under any other provi-
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sion of law of any officer or agency of the United
States, see section 4 of Pub, L. 90-602, set out as a note
under section 360hh of this title.

SECTION REFERRED TO IN OTHER SECTIONS

This section is referred to in sections 360nn, 36000 of
this title.  *

§ 360mm. Imports

(a) Refusal of admission to noncomplying eiectronic
products

Any electronic product offered for importa-
tion into the United States which falils -to
comply with an applicabie standard prescribed
under this part, or to which is not affixed a cer-
tification in the form of a label or tag in con-
formity with section 360kk(h) of this title shall
be refused admission into the United States.
‘The Secretary of the Treasury shall deliver to
the Secretary of Health and Human Services,
upon the latter's request, samples of electronic
products which are being imported- or offered
for import into the United States, giving.notice
thereof to the owner or consignee, who may
have a hearing before the Secretary of Health
and Human Services. If it appears from an ex-
amination of such samples or otherwise that

any electronic product falis to comply with ap-
plicable standards prescribed pursuant to sec-

‘tion 360kk of this title, then, unless subsection
(b) of this section appiies and is complied with,
(1) such electronic product shall be refused ad-
mission, and (2) the Secretary of the Treasury
shall cause the destruction of such electronic
product unless such article is exported, under
regulations prescribed by the Secretary of the
Treasury, within 90 days after the date of
notice of refusal of admission or within such
additional time as may be permitted by such
regulations.

(b) Bond

If it appears to the Secretary of Health and
Human Services that any electronic product re-
fused admission pursuant to subsection (a) of
this section can be brought into compliance
with applicable standards prescribed pursuant
to section 360kk of this title, final determina-
tion as to admission of such electronic product
may be deferred upon filing of timely written
application by the owner or consignee and the
execution by him of a good and sufficient bond
providing for the payment of such liquidated
damages in the event of default as the Secre-
tary of Health and Human Services may by reg-
ulation prescribe. If such application is filed
and such bond is executed the Secretary of
Health and Human Services may, in accordance
with rules prescribed by him, permit the appli-
cant to perform such operations with respect to
such electronic product as may be specified in
the notice of permission.

(¢) Liability of owner or consignee for expenses con-.
nected wlith refusal of admission

All expenses (including travel, per diem or
subsistence, and salaries of officers or employ-
ees of the United States) in connection with the
destruction provided for in subsection (a) of
this section and the supervision of operations
provided for in subsection (b) of this section,
and all expenses in connection with the storage,
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cartage, or labor with respect to any electronic
product refused admission pursuant to subsec-
tion (a) of this section, shall be paid by the
owner or consignee, and, in event of default,
shall constitute a lien against any future impor-
tations made by such owner or consignee.

(d) Designation of agent for purposes of service

It shall be the duty of every manufacturer of-
fering an electronic product for importation
into the United States to designate in writing
an agent upon whom service of all administra-
tive and judicial processes, notices, orders, deci-
sions, and requirements may be made for and
on behalf of said manufacturer, and to file such
designation with the Secretary, which designa-

- tion may from time to time be changed by like

writing, similarly- filed. Service of all adminis-
trative and judicial processes, notices, orders,
decisions, and requirements may be made upon
said manufacturer by service upon such desig-
nated agent at his office or usual place of resi-
dence with like effect as if made personally
upon said manufacturer, and in default of such
designation of such agent, service of process,
notice, order, requirement, or decision in any

" proceeding before the Secretary or in any judi-

cial proceeding for enforcement of this part or
any standards prescribed pursuant to this part
may be made by posting such process, notice,
order, requirement, or decision in the Office of
the Secretary or in a place designated by him
by regulation,

(June 25, 1938, ch, 875, § 5636, formerly act July
1, 1944, ch. 373, title 111, § 536, formerly § 360,
as added Oct. 18, 1968, Pub. L, 90-602, § 2(3), 82
Stat. 1181, and amended Oct, 17, 1879, Pub, L.
96-88, title V, § 509(h), 93 Stat. 695; renumbered
§ 536 and amended Nov. 28, 1990, Pub. L.
101-629, § 19(a)(1XB), (2XD), (3), (4), 104 Stat.
4529, 4530.)

CODIFICATION

Section was classified to section 263h of Title 42,
The Public Health and Welfare, prior to renumbering
by Pub. L. 101-628.

AMENDMENTS

1980—Pub. L. 101-628, §18(a)(3), (4), renumbered
section 263h of Title 42, The Public Health and Wel-
fare, as this section.

Subsec. (a). Pub, L. 101-628, §18(a)(1)(B), (2XD),
substituted “this part” for “this subpart”, “section
360kk(h)" for "section 263f(h)”, and “section 360kk"
for “section 263f".

Subsec. (b). Pub. L. 101-628, § 18(a)(2)(D), substitut-
ed “‘section 360kk" for “section 263",

Subsec. (d). Pub, L. 101-629, § 19(a)(1)}(B), substitut-
ed ‘this part” for “this subpart” in two places,

CHANGE OF NAME

“Secretary of Health and Human Services substi-
tuted for “Secretary of Health, Education, and Wel-
fare' In subsecs. (a) and (b) pursuant to section 508(b)
of Pub. L. 86-88 which is classified to section 3508(b)
of Title 20, Education.

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Enactment of this section nat to be caonstrued to su-
persede or limit the functions under any other provi-
sion of law of any officer or agency of the United
States, see section 4 ¢f Pub, L. 80-602, set cut as a note
under section 360hh of this title.
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§ 360nn, Inspection, records, and reports
(a) Inspection of premises ;

If the Secretary finds for good cause that the
methods, tests, or programs related to electron-
ic product radiation safety in a particular facto-
ry, warehouse, or establishment in which elec-
tronic products are manufactured or held, may
not'be adequate or reliable, officers or employ-
ees duly designated by the Secretary, upon pre-
senting appropriate credentials and a written
notice to the owner, operator, or agent in
charge, are thereafter authorized (1) to enter,
at reasonable times, any area in such factory,
warehouse, or establishment in which the man-
ufacturer’s tests (or testing programs) required
. by section 360kk(h) of this title are carried out,
‘and (2) to inspect, at reasonable times and
within reasonable limits and in a.reasonable
manner, the facilities and procedures within
- such area which are related to electronic prod-
uct radiation safety. Each such inspection shall
be commenced and completed with reasonable
promptness. In addition to other grounds upon
which good catise may be found for purposes of
this subsection, good cause will be considered to
exist in any case where the manufacturer has
introduced into commerce any electronic prod-
uet which does not comply with an applicable
standard prescribed under this part and with
respect to which no exemption from the notifi-
cation requirements has been granted by the
Secretary under section 3601l(a)(2) or 360ll(e) of
this title. .

(b) Record keeping

Every manufacturer of electronic products
shall establish and maintain such records (in-
cluding testing records), make such reports, and
provide such information, as the Secretary may
reasonably require to enable him to determine
whether such manufacturer has acted or is
acting in compliance with this part and stand-
ards prescribed pursuant to this part and shall,
upon request of an officer or employee duly
designated by the Secretary, permit such offi-
cer or employee to inspect appropriate books,
papers, records, and documents relevant to de-
termining whether such manufacturer has
acted or is acting in compliance with standards
prescribed pursuant to this part.

(¢) Disclosure of technical data

Every manufacturer of electronic products
shall provide to the Secretary such perform-
ance data and other technical data related to
safety as may be required to carry out the pur-
poses of this part. The Secretary is authorized
to require the manufacturer to give such notifi-
cation of such performance and technical data
at the time of original purchase to the ultimate
purchaser of the electronic product, as he de-
termines necessary to carry out the purposes of
this part after consulting with the affected in-
dustry.

(d) Public nature of reports

Accident and investigation reports made
under this part by any officer, employee, or
agent of the Secretary shall be available for use
in any civil, criminal, or other judicial proceed-
ing arising out of such accident. Any such offi-
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cer, employee, or agent may be required to tes-
tify in such proceedings as to the facts devel-
oped in such investigations. Any such report
shali be made available to the public in a
manner which need not identify individuals. All
reports on research projects, demonstration
projects, and other related activities shall be
public information.

(e) Trade secrets

The Secretary or his representative shall not
disclose any information reported to or other-
wise obtained by him, pursuant to subsection
(a) or (b) of this section, which concerns any in-
formation which contains or relates to a trade
secret or other matter referred to in section
1905 of title 18, except that such information
may be disclosed to other officers or employees
of the Department and of other agencies con-
cerned with carrying out this part or when rele-
vant in any proceeding under this part. Nothing
in this section shall authorize the withholding
of information by the Secretary, or by any offi-
cers or employees under his control, from the
duly authorlzed committees of the Congress

(f) Informntion required to.identify and locate first
purchasers of eiectronic products

The Secretary may by regulation (1) require
dealers and distributors of electronic products,
to which there are applicable standards pre-
scribed under this part and the retail prices of
which is not less than $50, to furnish manufac-
turers of such products such information as
may be necessary to identify and locate, for
purposes of section 360l of this title, the first
purchasers of such products for purposes other
than resale, and (2) require manufacturers to
preserve such information. Any regulation es-
tablishing a requirement pursuant to clause (1)
of the preceding sentence shall (A) authorize
such dealers and distributors to elect, in lieu of
immediately furnishing such information to the
manufacturer, to hold and preserve such infor-
mation until advised by the manufacturer or
Secretary that such information is needed by
the manufacturer for purposes of section 360I1
of this title, and (B) provide that the dealer or
distributor shall, upon making such election,
give prompt notice of such election (together
with information identifying the notifier and
the product) to the manufacturer and shall,
when advised by the manufacturer or Secre-
tary, of the need therefor for the purposes of
section 360!l of this title, immediately furnish
the manufacturer with the required informa-
tion, If a dealer or distributor discontinues the
dealing in or distribution of electronic products,
he shall turn the information over to the man-
ufacturer. Any manufacturer receiving informa-
tion pursuant to this subsection concerning
first purchasers of products for purposes other
than resale shall treat it as confidential and
may use it only if necessary for the purpose of
notifying persons pursuant to section 360ll(a)
of this title.

(June 25, 1938, ch, 675, § 537, formerly act July
1, 1944, ch. 373, title III, § 537, formerly § 360A,
as added Oct. 18, 1968, Pub. L. 90-602, § 2(3), 82
Stat. 1182; renumbered § 5637 and amended Nov.
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28, 1990, Pub. L. 101-629, § 19(a)(1)(B), (2)(E),
(3), (4), 104 Stat, 4529, 4530.)

CODIFICATION

Section was classified to section 2631 of Title 42, The
Public Health and Welfare, prior to renumbering by
Pub. L. 101-629,

AMENDMENTS

1990—Pub, L. 101-629, §19(a)(3), (4), renumbered
section 2631 of Title 42, The Public Health and Wel-
fare, as this section,

Subsec. (a). Pub, L, 101-629, § 19(a)1XB), (2XE),
substituted “section 360kk(h)” for "section 263f(h)",
“this part’” for "this subpart”, and “section 3601l(a)2)
or 3601l(e)” for "‘section 263g(a)(2) or 263g(e)",

- Subsecs, (b) to (e). Pub, L. 101-629, § 19(a)(1XB),
substituted ““this part” for “this subpart” wherever ap-
pearing.

Subsec. (f), Pub. L, 101-629, § 18(a)(1)X(B), (2)(E)ii),
substituted “this part” for 'this subpart”, *section
3601 for "section 263g"” in three places, and ‘'section
3601(a)” for “'section 263g(a)".

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Enactment of this section not to be construed to su-
persede or limit the functions under any other provi-
silon of iaw of any officer or agency of the United
States, see section 4 of Pub, L. 90-602, set out as a note
under section 360hh of this title.

SECTION REFERRED TO IN OTHER SECTIONS

This section is referred to in sections 360Il, 36000 of
this title,

§ 36000. Prohibited acts

(a) It shall be unlawful—

(1) for any manufacturer to introduce, or to
deliver for introduction, into commerce, or to
import into the United States, any electronic
product which does not comply with an appli-
cable standard prescribed pursuant to section
360kk of this titie;

(2) for any person to faii to furnish any no-
tification or other material or information re-
quired by section 360!l or 360nn of this title;
or to fail to comply with the requirements of
section 3601(£) of this title;

(3) for any person to faii or to refuse to es-
tablish or maintain records required by this
part or to permit access by the Secretary or
any of his duiy authorized representatives to,
or the copying of, such records, or to permit
entry or inspection, as required by or pursu-
ant to section 360nn of this titie;

(4) for any person to fail or to refuse to
make any report required pursuant to section
360nn(b) of this title or to furnish or preserve
any information required pursuant to section
360nn(f) of this title; or

(5) for any person (A) to fail to issue a certi-
fication as required by section 360kk(h) of
this title, or (B) to issue such a certification
when such certification is not based upon a
test or testing program meeting the require-
ments of section 360kk(h) of this title or
when the issuer, in the exercise of due care,
would have reason to know that such certifi-
cation is false or misleading in a material re-
spect.

(b) The Secretary may exempt any electronic
product, or ciass thereof, from ail or part of
subsection (a) of this section, upon such condi-
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tions as he may find necessary to protect the
public health or welfare, for the purpose of re-
search, investigations, studies, demonstrations,
or training, or for reasons of national security.

(June 25, 1938, ch. 675, § 538, formerly act Juiy
1, 1944, ch. 373, title 111, § 538, formerly § 360B,
as added Oct. 18, 1968, Pub., L. 90-602, § 2(3), 82
Stat. 1184, and renumbered § 538 and amended
Nov, 28, 1990, Pub, L. 101-629, §19(a)(1)(B),
(2)(FY), (3), (4), 104 Stat. 4529, 4530.)

CODIPICATION

Section was classified to section 263j of Title 42, The
Public Health and Welfare, prior to renumbering by
Pub. L. 101-629,

AMENDMENTS

1990—Pub, L. 101-629, §19(a)(3), (4), renumbered
section 263j of Title 42, The Public Health and Wel-
fare, as this section,

Subsec, (a)(1), Pub, L. 101-629, § 19(a)(2)(F)(i), sub-
stituted “section 360kk"” for “section 263f".

Subsec. (a)(2), Pub, L, 101-629, § 18¢a)(2)}(F)(11), (i),
substituted “section 360! or 360nn" for “section 263g
or 2631"” and “section 360(f)” for “section 263g(f)".

Subsec. (a)3)., Pub., L. 101-629, §19(a)1XB),
(2)(F)(iii), substituted "this part” for “this subpart”
and ‘‘section 360nn" for “section 263{",

Subsec, (a)(4). Pub, L, 101-629, § 19(a)(2)(F)(iii), sub-
stituted “section 360nn(b)”" for “section 263i(b)" and
'section 360nn(f)" for "'section 263i({)”.

Subsec, (a)(5). Pub. L, 101-629, § 18(a)}(2)}F)1), sub-
stituted “section 360kk(h)" for “section 263f(h)" in
two places.

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Enactment of this section not to be construed to su-
persede or limit the functions under any other provi-
sion of law of any officer or agency of the United
States, see section 4 of Pub. L. 90-602, set out as a note
under section 360hh of this title.

SECTION REFERRED TO IN OTHER SECTIONS

This section is referred to in section 360pp of this
title,

§ 360pp. Enforcement

(a) Jurisdiction of courts

The district courts of the United States shall
have jurisdiction, for cause shown, to restrain
violations of section 36000 of this title and to
restrain dealers and distributors of electronic
products from selling or otherwise disposing of
electronic products which do not conform to an
applicable standard prescribed pursuant to sec-
tion 360kk of this titie except when such prod-
ucts are disposed of by returning them to the
distributor or manufacturer from whom they
were obtained. The district courts of the United
States shall also have jurisdiction in accordance
with section 1355 of title 28 to enforce the pro-
visions of subsection (b) of this section.

(b) Penalties

(1) Any person who vioiates section 36000 of
this titie shalil be subject to a civil penalty of
not more than $1,000. For purposes of this sub-
section, any such violation shail with respect to
each eiectronic product involved, or with re-
spect to each act or omission made unlawful by
section 36000 of this title, constitute a separate
violation, except that the maximum civil penal-
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ty imposed on any-person under this subsection
for any related series of violations shall not
exceed $300,000,

(2) Any such clvil penalty may on application
be remitted or mitigated by the Secretary. In
determining the amount of such penalty, or
whether it should be remitted or mitigated and
in what amount, the appropriateness of such
penalty to the size of the business of the person
charged and the gravity of the violation shali
be considered. The amount of such penalty,
when finally determined, may be deducted
from any sums owing by the United States to
the person charged.

(¢) Venue; process

Actions under subsections (a) and (b) of this
section may be brought in the district court of
the. United States for the district whereln any
act or omission or transaction constituting the
violation occurred, or in such court for the dis-
trict where the defendant is found or transacts
business, and process in such cases may be
served in any other district of which the de-
fendant is an Inhabitant or wherever the de-
fendant may be found.

(d) Warnings

Nothing in this part shall be construed as re-
quiring the Secretary to report for the institu-
tion of proceedings minor violations of thls part
whenever he belleves that the public interest
will be adequately served by a suitable written
notice or warning.

(e) Compliance with regulatlons

Except as provided in the first sentence of
sectlon 360ss of this title, compliance with this
part or any regulations issued thereunder shall
not relieve any person from liability at common
law or under statutory law.

(f) Additlonal remedies

The remedies provided for in this part shalil
be in addition to and not in substitution for any
other remedies provided by law.

(June 25, 1938, ch, 675, § 539, formerly act July
1, 1944, ch. 373, title 111, § 539, formerly § 360C,
as added Oct. 18, 1968, Pub. L. 90-602, § 2(3), 82
Stat. 1184, and renumbered § 539 and amended
Nov. 28, 1990, Pub. L. 101-629, §18(a)(1XB),
(2XQG), (3), (4), 104 Stat. 4528, 4530.)

CODIFICATION

Section was classified to section 263k of Title 42,
The Public Health and Welfare, prior to renumbering
by Pub, L. 101-629,

AMENDMENTS

1990—Pub, L., 101-629, § 19(aX3), (4), renumbered
section 263k of Titie 42, The Public Health and Wel-
fare, as this section.

Subsec. (a). Pub, L. 101-629, § 19(aX(2)XGX1), (i1), sub-
stituted “‘section 36000” for *section 263j" and ‘‘sec-
tion 360kk"” for “’section 263f".

Subsec. (b)(1). Pub, L. 101-629, § 19(a)2X(G)X(i1), sub-
stituted “section 36000" for “section 263" in twa
piaces,

Subsec. (d). Pub. L. 101-629, § 19(a)(1)(B), substitut.
ed “this part” for “this subpart” {n two places,

Subsec, (e). Pub. L, 101-629, § 19(a)(1XB), (2XG):iih),
substituted “section 360ss” for *“section 263n" and
“this part” for ‘‘this subpart’,

Subsec. (f). Pub, L. 101-629, § 19(a)(1XB), substitut.
ed "“this part” for “this subpart”,
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NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Enactment of this section not to be canstrued to su-
persede or limit the functions under any other provi-
sion of law of any officer or agency of the United
States, see section 4 of Pub, L. 90-602, set out as a note
under section 360hh of this title.

§ 360qq. Annual report

(a) The Secretary shall prepare and submit to
the President for transmittal to the Congress
on or before April 1 of each year a comprehen-
slve report on the administration of this part
for the preceding calendar year. Such report
shall include—

(1) a thorough appraisal (Including statisti-
cal analyses, estimates, and long-term projec-
tlons) of the incidence of blological injury
and effects, including genetlc effects, to the
population resulting from exposure to elec-
tronic product radiation, with a breakdown,
insofar as practicable, among the various
sources of such radiation;

(2) a list of Federal electronic product radi-
ation control standards prescribed or in effect
in such year, with identification of standards
newly prescribed during such year;

(3) an evaluation of the degree of observ-
ance of applicable standards, including a list
of enforcement actions, court decislons, and
compromises of alleged violations by location
and company name;

(4) a summary of outstanding problems con-
fronting the administration of this part in
order of priority;

(6) an analysis and zvaluation of research
activities completed as a result of Govern-
ment and private sponsorship, and technolog-
ical progress for safety achieved during such
year;

(6) a list, with a brief statement of the
issues, of completea or pending judicial ac-
tions under this part;

(7) the extent to which technical informa-
tion was disseminated to the sclentific, com-
mercial, and labor communlty and consumer-
orlented information was made available to
the public; and

(8) the extent of cooperation between Gov-
ernment officials and representatives of In-
dustry and other interested parties in the im-
plementation of this part including a log or
summary of meetings held between Govern-
ment officlals and representatives of industry
and other Interested parties.

(b) The report required by subsection (a) of
this section shall contain such recommenda-
tions for additional legislation as the Secretary
deems necessary to promote cooperation among
the several States in the improvement of elec-
tronic product radiation control and to
strengthen the national electronic product radi-
ation control program.

(June 25, 1938, ch, 675, § 540, formerly act July
1, 1944, ch. 373, title 111, § 540, formerly § 360D,
as added Oct. 18, 1968, Pub, L. 90-602, § 2(3), 82
Stat. 1185, and renumbered § 540 and amended
Nov. 28, 1990, Pub, L. 101-629, § 19aX1XB), (3),
(4), 104 Stat. 4529, 4530.)
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CODIFICATION

Section was classified to section 263! of Title 42, The
Public Health and Welfare, prior to renumbering by
Pub. L. 101-629.

AMENDMENTS

1890—Pub. L. 101-629, §19(a)(3), (4), renumbered
section 263! of Title 42, The Public Health and Wel-
fare, as this section.,

Subsec, (a). Pub. L. 101-629, § 19(a)(1)(B), substitut.
ed “this part” for ‘this subpart” wherever appearing.

* NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Enactment of this section not to be construed to su-
persede or iimit the functions under any other provi-
slon of law of any officer or agency of the United
States, ee section 4 of Pub. L. 90-602, set out as a note
under section 360hh of this title.

¥ 360rr. Federai-State cooperation

The Secretary is authorized (1) to accept
from State and local authorities engaged in ac-
tivities related to health or safety or consumer
. protection, on a reimbursable basis or other-
wise, any assistance in the administration and
¢nforcement of this part which he may request
and which they may be able and willing to pro-
vide and, if so agreed, may pay in advance or
otherwise for the reasonable cost of such assist-
ance, and (2) he may, for the purpose of con-
ducting examinations, investigations," and in-
spections, commission any officer or employee
of any such authority as an officer of the De-
partment, '

(June 25, 1938, ch. 675, § 541, formerly act July
1, 1944, ch. 373, title III, § 541, formerly § 360E,
as added Oct. 18, 1968, Pub., L. 80-602, § 2(3), 82
Stat. 1186, and renumbered § 541 and amended
Nov, 28, 1990, Pub. L. 101-629, § 19(a)(1XB), (3),
(4), 104 Stat. 4529, 4530.)

CODIFICATION

Section was classified to section 263m of Title 42,
The Public Health and Welfare, prior to renumbering
by Pub. L. 101-629,

AMENDMENTS

1990—Pub. L. 101-629, § 19(a)(3), (4), renumbered
gsection 263m of Title 42, The Public Health and Wel-
fare, as this section.

Pub. L. 101-629, § 19(a)(1)(B), substituted “this part”
for “‘this subpart’’.

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Enactment of thlis section not to be construed to su-
persede or limit the functions under any other provi-
sion of law of any officer or agency of the United
States, see section 4 of Pub. L. 90-802, set out as & note
under section 360hh of this title.

§ 360ss, State standards

Whenever any standard prescribed pursuant
to section 360kk of this title with respect to an
aspect of performance of an electronic product
is in effect, no State or political subdivision of a
State shall have any authority either to estab-
lish, or to continue in effect, any standard
which is applicable to the same aspect of per-
formance of such product and which is not
identical to the Federal standard. Nothing in
this part shall be construed to prevent the Fed-
eral Government or the government of any
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State or political subdivision thereof from es-
tablishing a requirement with respect to emis-
sion of radiation from electronic products pro-
cured for its own use if such requirement im-
poses & more restrictive standard than that re-
quired to comply with the otherwise applicabie
Federal standard.

(June 25, 1938, ch. 675, § 542, formerly act July

‘1, 1944, ch, 373, title III, § 542, formerly § 360F,

as added Oct. 18, 1968, Pub. L. 90-602, § 2(3), 82
Stat. 1186, and renumbered § 542 and amended
Nov. 28, 1990, Pub, L. 101-629, § 19(a)(1)(B),
(2)(H), (3), (4), 104 Stat. 4529, 4530.)

CODIFICATION

Section was classified to section 263n of Title 42,
The Public Health and Welfare, prior to renumbering
by Pub. L. 101-629,

AMENDMENTS

1990—Pub. L. 101-629, § 18(a)X3), (4), renumbered
section 263n of Title 42, The Public Health and Wel-
fare, as this section.

Pub., L. 101-629, §$19(a)X1XB), (2)(H), substituted
“gection 360kk" for “section 263f" and '‘this part” for
“this subpart”.

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES

Enactment of this section not to be construed to su-
persede or limit the functions under any other provi.
sion of law of any officer or agency of the United
States, see section 4 of Pub, L. 80-602, set out as a note
under section 360hh of this title.

SECTION REFERRED TO IN OTHER SECTIONS

tles section is referred to in section 360pp of this
tle.

SUBCHAPTER VII-GENERAL
ADMINISTRATIVE PROVISIONS

§ 371. Reguiations and hearings
[See main edition for text of (a) to (d)]

(e) Procedure for establishment

(1) Any action for the issuance, amendment,
or repeal of any regulation under section 343(j),
344(an), 346, 351(b), or 352(d) or (h) of this title,
and any action for the amendment or repeal of
any definition and standard of identity under
section 341 of this title for any dairy product
(including products regulated under parts 131,
133 and 135 of title 21, Code of Federal Regula-
tions) or maple sirup (regulated under section
168.140 of title 21, Code of Federal Regula-
tions) shall be begun by a proposal made (A) by
the Secretary on his own initiative, or (B) by
petition of any interested person, showing rea-
sonable grounds therefor, filed with the Secre-
tary. The Secretary shall publish such proposal
and shall afford all interested persons an op-
portunity to present their views thereon, orally
or in writing. As soon as practicable thereafter,
the Secretary shall by order act upon such pro-
posal and shall make such order public. Except
as provided in paragraph (2) of this subsection,
the order shall become effective at such time as
may be specified therein, but not prior to the
day following the last day on which objections
may be filed under such paragraph.
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[See main edition for text of (2) and (3); (/) and
(Nl

(As amended Nov. 8, 1990, Pub, L. 101-535, § 8,
104 Stat. 2365.)

AMENDMENTS

1990—8ubsec. (e)1). Pub, L. 101-535 substituted
“Any action for the issuance, amendment, or repeal of
any regulation under section 343(§), 344(a), 346, 361(b),
or 352(d) or (h) of this title, and any action for the
amendment or repeal of any definition and standard
of identity under section 341 of this title for any dalry
product (including products regulated under parts 131,
133 and 135 of title 21, Code of Federal Regulatfons)
or maple sirup (regulated under section 168.140 of title
21, Code of Federal Regulations)” for “Any action for
the issuance, amendment, or repeal of any reguiation
under section 341, 343(}J), 344(a), 346, 351(b), or 352(d)
or (h) of this title".

CONSTRUCTION OF AMENDMENTS BY Pus, L. 101-536

Amendments by Pub. L. 101-535 not to be construed
to alter the authority of the Secretary of Health and
Human Services and the Secretary of Agricuiture
under the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 301 et seq.), the Federal Meat Inspection Act
(21 U.S.C. 601 et seq.), the Poultry Products Inspec-
tion Act (21 U.S.C. 451 et seq.), and the Egg Products
Inspection Act (21 U.S.C. 1031 et seq.), see section 9 of
Pub. L. 101-535, set out as 2 note under section 343 of
this title.

§ 376. Pubiicity

SECTION REFERRED TO IN OTHER SECTIONS

This section Is referred to In section 360h of this
title,

§ 376, Listing and certification of coior additives for
foods, drugs, devices, and cosmetics

REFERENCES IN OTHER Laws To GS-16, 17, oR 18 Pay
RATES

References in laws to the rates of pay for GS-16, 117,
or 18, or to maximum rates of pay under the Oeneral
Schedule, to be considered references to rates payable
under specified sections of Title 5, Government Orga-
nization and Employees, see section 6§29 [title I,
§ 101(c)(1)] of Pub, L. 101-509, set out in 2 note under
section 5376 of Title 5.

§379b, Consolidated administrative and laboratory
facility

(a) Autbority

The Secretary, in consultation with the Ad-
ministrator of the General Services Administra-
tion, shall enter into contracts for the design,
construction, and operation of a consolidated
Food and Drug Administration administrative
and laboratory facility.

(b) Awarding of contract

The Secretary shall solicit contract proposals
under subsection (a) of this section from inter-
ested parties. In awarding contracts under such
subsection, the Secretary shall review such pro-
posals and give priority to those alternatives
that are the most cost effective for the Federal
Government and that allow for the use of do-
nated land, federally owned property, or iease-
purchase arrangements. A contract under this
subsection shall not be entered into unless such
contract results in a net cost savings to the Fed-
eral Government over the duration of the con-
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tract, as compared to the Government purchase
price including borrowing by the Secretary of
the Treasury. .

(c) Donations

In carrying out this section, the Secretary
shall have the power, in connection with real
property, buildings, and facilities, to accept on
behalf of the Food and Drug Administration
gifts or donations of services or property, real
or personal, as the Secretary determines to be
necessary.

(d) Authorization of appropriations

There are authorized to be appropriated to
carry out this section $100,000,000 for fiscal
year 1991, and such sums as may be necessary
for each of the subsequent fiscal years, to
remain available until expended.

(June 25, 1938, ch. 675, § 710, as added Nov. 28,
1990, Pub. L. 101-635, title I, § 101, 104 Stat.
4583.)

8§ 379¢. Recovery and retention of fees for freedom of
information requests

(a) In general

The Secretary, acting through the Commis-
sioner of Food and Drugs, may—

(1) set and charge fees, in accordance with
section 552(a)(4)(A) of title 5, to recover all
reasonable costs incurred in processing re-
quests made under section 552 of title 5 for
records obtained or created under this chap-
ter or any other Federal law for which re-
sponsibility for administration has been dele-
gated to the Commissioner by the Secretary;

(2) retain all fees charged for such requests;
and

(3) establish an accounting system and pro-
cedures to control receipts and expenditures
of fees received under this section.

(b) Use of fees

The Secretary and the Commissioner of Food
and Drugs shall not use fees received under this
section for any purpose other than funding the
processing of requests described in subsection
(a)(1) of this section. Such fees shall not be
used to reduce the amount of fu.ads made to
carry out other provisions of this chapter,

(c) Waiver of fees

Nothing in this section shall supersede the
right of a requester to obtain a walver of fees
pursuant to section 552(a)(4)(A) of title 5.

(June 25, 1938, ch. 675, § 711, as added Nov. 28,
1990, Pub. L. 101-635, title II, § 201, 104 Stat.
4584.)

§ 379d. Automation of Food and Drug Administration

(a) In general

The Secretary, acting through the Commis-
sioner of Food and Drugs, shall automate ap-
propriate activities of the Food and Drug Ad-
ministration to ensure timely review of activi-
ties regulated under this chapter.



Page 881

(b) Authorization of appropriations

There are authorized to be appropriated each
fiscal year such sums as are necessary to carry
out this section.

(June 25, 1938, ch. 675, § 712, as added Nov. 28,
1990, Pub. L. 101-635, title IV, § 401, 104 Stat.
4585.)

SUBCHAPTER VIII-IMPORTS AND
EXPORTS

§ 383. Office of International Relations

(a) There Is established in the Department of
Health and Human Services an Office of Inter-
national Relations.

(b) In carrylng out the functions of the office
under subsection (a) of this section, the Secre-
tary may enter into agreements with foreign
countries to facilitate commerce in devices be-
tween the United States and such countries
consistent with the requirements of this chap-
ter. In such agreements, the Secretary shall en-
courage th> mutual recognition of—

(1) good manufacturlng practice regulations
promulgated under section 360j(f) of this
title, and

(2) other regulations and testing protocols
as the Secretary determines to be appropri-
ate.

(June 25, 1938, ch. 675, § 803, as sadded Nov. 28,
1990, Pub. L. 101-629, § 15(a), 104 Stat. 4525.)

REPORT ON ACTIVITIES OF OFFICE OF INTERNATIONAL
RELATIONS

Section 16(b) of Pub, L. 101-629 provided that: “Not
later than 2 years after the date of the enactment of
this Act (Nov, 28, 1990), the Secretary of Health and
Human Services shall prepare and submit to the ap-
propriate committces of Congress a report on the ac-
tivities of the Office of Internationai Relations under
section 803 of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C, 383], added by subsection (a).”

SUBCHAPTER IX-—MISCELLANEOUS

§393. Food and Drug Administration

CODIFICATION

Another section 903 of the Federal Food, Drug, and
Cosmetic Act is classified to section 394 of this title.

§ 394, Scientific review groups

Without regard to the provisions of title 6
governing appointments in the competitive
service and without regard to the provisions of
chapter 51 and subchapter III of chapter 53 of
such title relating to classification and General
Schedule pay rates, the Commissioner of Food
and Drugs may—

(1) establish such technical and sclentific
review groups as are needed to carry out the
functions of the Food and Drug Administra-
tion (ncluding functions prescribed under
this chapter); and

(2) appoint and pay the members of such
groups, except that officers and employees of
the United States shall not receive additional
compensation for service as members of such
groups.

(June 25, 1938, ch. 675, § 903, as added Nov. 28,
1990, Pub, L. 101-635, title III, § 301, 104 Stat.
4584.)
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REFERENCES IN TEXT

The provisions of title 5 governing appointments in
the competitive sarvice, referred to in text, are classi-
fied generally to section 3301 et seq. of Title 5, Gov-
ernment Organization and Employees.

CODIFICATION

Another section 903 of the Federal Food, Drug, and
Cosmetic Act is classified to section 393 of this title.

CHAPTER 10—POULTRY AND POULTRY
PRODUCTS INSPECTION

CHAPTER REFERRED TO IN OTHER SECTIONS

This chapter is referred to in section 321 of this title;
title 7 section 6519,

§ 453. Definitions

SECTION REFERRED TO IN OTHER SECTIONS

This section is referred to in sections 454, 457, 461,
464, 467b of this title; title 15 sections 2052, 2602,

§ 467h, Seizure and condemnation

(a) Proceedings in rem; libel of information; jurisdic-
tion; disposal by destruction or sale; proceeds
into the Treasury; sales restrictions; bonds; court
costs and fees, storage, and otber expenses
against claimants; jury trial; United States as
plaintiff

(1) Any poultry product, or any dead, dying,
disabled, or diseased poultry, that is being
transported In commerce or otherwise subject
to this chapter, or is held for sale in the United
States after such transportation, and that (A) is
or has been processed, sold, transported, or
otherwise distributed or offered or received for
distribution in violation of this chapter, or (B)
is capable of use as human food and is adulter-
ated or misbranded, or (C) in any other way is
in violation of this chapter, shall be liable to be
proceeded against and seized and condemned,
at any time, on a libel of information in any
United States district court or other proper
court as provided in section 467c of this title
within the jurisdiction of which the article or
poultry is found.

(2) If the article or poultry is condemned it
shall, after entry of the decree, (A) be distribut-
ed in accordance with paragraph (5), or (B) be
disposed of by destruction or sale as the court
may direct and the proceeds, if sold, less the
court costs and fees, and storage and other
proper expenses, shall be paid into the Treas-
ury of the United States, but the article or
poultry shall not be sold contrary to the provi-
sions of this chapter, or the laws of the jurisdic-
tion in which it is sold: Provided, That upon
the execution and delivery of a good and suffi.
cient bond conditioned that the article or poul-
try shall not be sold or otherwise disposed of
contrary to the provisions of this chapter, or
the laws of the jurisdiction in which disposal is
made, the court may direct that such article or
poultry be delivered to the owner thereof sub-
ject to such supervision by authorized repre-
sentatives of the Secretary as is necessary to
insure compliance with the applicable laws.

(3) When a decree of condemnation is entered
against the article or poultry and it is released
under bond, or destroyed, court costs and fees,



